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pla,a-PAFINLDI)T x /) =V ORERORSHEOHEE EZORELZHEIET v
FZ2RWTHRHF L, #5830 GFU—7) . 30, 100 % T 300mg/kg/day & L. 1 #eifnk
#% 12 [IE® Sprague-Dawley & SPF 7 v k (Crj:CD(SD)IGS) {ZE1% 4 AN SEEA T £ T
18 UMRERORG Lz, 0%, FEH (1 BMHS 6 L) ITDWTIE 9 MWEKEL =, #
OFER, UTOHRERE,

1. —RRIRRE
G HAR R OMAZEIIR 258 U T— iR BICALBRD 5 e EUBRASNaho Tz,

2. #&E
300meg/kg -G REOMERE TG HIR b ORTITIINIHIA S 5 N,

3. BfEE (KEHRFoHHE)
LFREMOME L BIT, FBRYEKRFORBIIRD SN 7z,

4. LERZE
MeifEE, Yrmial. IRIRBRZY. JEBH O M U AR Bt ORISR E # 5 O 8
WA 5NN 7=,

5. HBHEIRE
ML, AR, IEMRE. EREmEE R OE K (Preyer KD ICHBRHE RS
DEBIIHA S NN T,

6. RIRE (KESE I BOHRENH)
300meg/kg BHBEOMEIZ. RILEH DY SEHE O KD & RE OB ORI EE DG A
H 5N,

7. MARFRE
BEREMOMEE b2, HBRYERGOEE IS SN,
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8. ML
300mg/kg {5 SREDEENT 7L T — A QWS ROER ) > ORI, BT IRREHEOMN LTS
U LD S U,

9. ZREEE

300meg/kg $¢5-RE DOMERE I EIE O M e OAHXE R B O BN &5 2 Wi BT &8 o
DO B CHM ERE O SUIREMARZD 5Nz, F/z. TEROME K U ER OB
Vd 100mg/kg FSEEITH A LN,

10. BRFAR
300merkg & 5B O MO KRBERN A S Nz,

1. FREEEFRE
1) B
FHEAHIC BT D R O BRI M QT A R DY 100 K% T 300mg/kg 1% 5%
OMEREIZFRD S, %m@&g&5ﬁ®MmT 3. FLEE O, RMENICHRIEEO
i M ORTE MRS PR BRI B 380 5 Tz,
2) DR
PFREHONI 2 D 1INt 300me/ke # 5 REICERD BNz,
3) TEK
SRIRECRIVE > (FSH) MR DA DY 300me/kg £ 5812580 H Tz,

12. E{EM
WM A O N RER AN RO A 7L 3 — A O & B S O8N O JLE
BORAL, KK TRHCIIEA L, BROKREECEBEROHEME NIRRER DM D
m%ﬁbth%%%%7ﬁ®3%m%@&5ﬁ?@ﬁhm¢7w7ﬁLu%ZVZ?wa‘
UNEE. REZERRCIIIVT LOBEM. HEITEBORMALEN A 5N, BRO M B
TR G K TIRICA S N8 ICMA . B R LR ITR T 2 kil O £i%. W
FHREEIZE, BEREY) >/ ukiiRianido o/, B TIFOZIRERL TH
0. BHELSRE B A REEMRS Y > NRICES b 2 En s, EEMEIRB IR
o WEPEAEFARIC DWW TIL, 300mg/kg 1% 5B TUNEIZ EASHINRTE OO 1 N3 3% 5 J RETAE 7 Iy &
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FIRIC 3 HNTiZ A, B ORI N OPNREREI, FEICAB EEIROIA, BIH
RERDIERENBDENZ, £, 100mgkg RGRICOHINBEER NS SN, HEREEHSN
TEMo7z,

TFEAORZEYA T FSH BIEMO®nns s ni.

LLEOMI< . 300mgrkg % 58T, RTINS, B WIRAY 72 KAME & 2 EHE B
BEEEN, PROBERED. mAPhEEY 2 RRESEOHEME S VT LOELNHSNZIZ
BRI O BRI, FLIRE OWOR. FEERMEE . SREE N ISR OirH
BOHVE M ERA R, DRI BRSHIRR B OB INMER® 5 /2. £/2. 100me/kg % 5-4¢
T, BRICRME OFERRIE R T RBEMRME NS 5N, (REHIR T3, Ip %
PR < B IS U <IBBEBL 2. SIS DWW TIE, 300me/kg # 58 THMUIR K D BN
MA, BEERBOBDROIBRERNED N, Tz, FEICHE EEMEOEA, BITHE
TR OENED SN, HEEERESICT 2 EEIRIKICIDIEKR L, —F. 30mg/ke %45
T, WITNOBRETHICHKBRYERGEOZEBIIED s>z, LT, AR
GHTIZBTS p(a,a- P AFINRDIN) T2 /—VOREZEE (NOEL) X 30mg/kg/day
e E s,
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1. HBEMERVEE
D #BRYHE
wBRmE, BAEREMHEERRIR EE PR edREs ot Inz, fRLEe
HERYEH OO Y SRS LR EERLTITRT,

% o opla,a-PAFIARDN) 7w/ —)b (Phenol, p-( @, @-dimethyl
benzyl))
CAS#&#® : 599-64-4
ETSUIRMET
CH,

~O <0
H ¢
CH,

Oy B3RS ¢ 101002

#l B . 99.88wt%

Ho% o EK (TL—2)

D+ B 2173

L = 73C

i R 189~191C
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kEXHE  =HR
REHHT o HREWEH HBMERR=E

2. BREROBE
1) #HBRIKOME L
HBETE, VEBOWRMEETEL. A/ UHEEHWTHEEIZHEBL, 3. 10
KON 30mg/mL #EMBL 72, AMIER 6 HoZ—HL T, 1 BT 28AaT5 A
Elmilz.
2) BRI DR HIL
R E THIE (5C) |« EXREL -,
3) HERBROLENE
pla,@-PAFINR2DINT 2 /=)D 0.2 R 200mg/mL LD F ) — 7 AR ISR
BRI T 3, W (R 5°C) | EERFET 8 HMIEETH 5 (Attached data 1) .
4) PR OBRE - IR
BeHBRMATT (WIEME SIS/ MUY 156 HICHRE U 2 BB EOHBIRIC D W THL
2RV —F 2 —THPLC HICK Nt L7z, ZORER, RIBEWE bICkRH
2 5EIE1E 99.3~106.0% TH U, WINDHIATE (EFREL10%) NTHolz,
72, BERE (CV) i 06~26%TH 0., H—HITODWTHHERE (CVI10%LLA)
WTd -7z (Attached data 2. 3) .

3. HE#Y

Sprague-Dawley % SPF v k (Crj:CD(SD)IGS HAF v —ILA « UN—A &, JER
fE Y —) OMf 20 ILEITEYR 14 BTAFL, UprTotea . £% 4 HROWERZHH
L7z, %5REROAKRERIIM T 11.7~13.9g CE9M : 12.92) . MT 10.5~12.8¢ (FI9ff :
11.7g) THH, WITNOHY DOEREDFIFE 20X LA TH > 7z,

AR, F—HAER (19994 10 A 21 B) OARERFEOLWEEEBON SR Z £ 3
BRI =L L, MBOEEICE DML Lz, £0%. AR ONSERENIZIENE &
725 KD 1 BB U TH—@0 o BERMMHNRIC K D HE 4 6], M 4 BIODEF 8 plzBIRL
THEO T2, BREMIZDOWTIE, ATHRO —BEREBICREN 2 <, SO FERE R O
HINEBO BRI/ 12 ILEEBR L 2, BT BOREEM L, % 556G EICT—TILEREIZL O
THILE T,
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4. FEBRY

3, E 21~26°C, AR 33~70% (FEL. B 1% ZRTOM 1 HH-k. ) .
HOREE 1 R 10~ 15 MR OMERH 1 B 12 KR (07 : 00~19 : 00) DEIHE=E (808 5=) T
FE L. R OWARIT, B ETEIRE (K71 h7L—2  BAF v —IL A
UN—BR ) ZANETIAF v BT —2 (W340 X D450 X H 185 mm : [
A7 L7 BRREH) ICHEPRATTINAEL . BFEE (SRR CRE-1: 40 T2 % )VR
TR RO#EIK (HERETEKEK  BKE M) 2HRICEBRI B2, #H%
OFERTT 5y FASBEMAr —2 (W254 X D350 X H170mm: J—RI2TZ27F
) > 7Rt CEINCNE L. BERER (BEHEE CRF-1: Y 227 VB T MR
240 ROBEIK (BB d KK © Ak EEBER) 2ABICEIE S, R OR
B OFERYEICEL T AEHREELZ20y 2DV T, K@Y (B 6 [) 128
FEABARBERME Y —Tathi LT -2 AT-L. Fo, SEKIIDW T, KBk
EML 7= KE DO B A BB EERERE T 7 —I1Cef8) GF 418D KB L. %
SNET—YEZAFLTENETNAROLWI EE2HHEL THRFL 2.

U ERLIEAER 21 HO#E, BREBOBZERVBEREK TRICT 2.

5. REERVEDREEH. BHERLELICEMEK

BT, p(a, - PAFINRII) 7 /=IOy MAERICE T 2 HE KR SR
(Fifat) POREEZSZIRE LR, T/abB, 30, 100 U 300mgkg % 1 FfEHS 6
CoFHAR Ty MREROHRY (B4 005 21 0) LzEIA, 300mgkg % 5RETIL,
i AR E RG], MR E R OIS S Nz, 30 BT 100me/kg %55 Tid, #5
WERG OB IR SN Tz, Lizdt- T AREB T #4185 hOFR LM
hbidETHINS 300mekg 2R AEE L. LUFAEA 3 T 100 XU 30mg/kg & 3 &%
REL. MEBEMAG 4 BEE LUz, 1| HOBEIIHR S MK TRICHIR T 28 ICHEES 6
VC, 9 R ORI TRICHR T 2 THICHEHES 6 PLDEr 12 PL & Uiz, BATICRHRAE KT
BEMW ST EREROBYHRSERERT,
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MMx
RERE | kR Bk | H55E | % 5 AR T SRR R s
(mg/kg) | (mg/mL) | (mL/kg) BhiE ES EaLEE S &S
it HE#E 0 0 10 b3 6 1001~1006 6 1007~1012
i3 6 1101~1106 6 1107~1112
(K Rt 30 3 10 Vi:3 6 2001~2006 6 2007~2012
i3 6 2101~2106 6 2107~2112
agzER =gt 100 10 10 i3 6 3001~3006 6 3007~3012
i3 6 3101~-3106 6 3107~3112
= A 300 30 10 i:3 6 4001~4006 6 4007~4012
I 6 4101~4106 6 4107~4112
FERDHNESR
R EEREE T SR g
BEmE s 1 2 3 4 5 6
HrE R 1R K i i i 3 Vi3 i Vi3 i3 I i3 I il
XTHEEE | 1001 | 1101 | 1002 | 1102 | 1003 | 1103 | 1004 | 1104 | 1005 | 1105 | 1006 | 1106
il
ia {KHERE | 2001 | 2101 | 2002 | 2102 | 2003 | 2103 | 2004 | 2104 | 2005 | 2105 | 2006 | 2106
g
%g HAERE | 3001 | 3101 | 3002 | 3102 | 3003 | 3103 | 3004 | 3104 | 3005 | 3105 | 3006 | 3106
5
GSHER | 4001 | 4101 | 4002 | 4102 | 4003 | 4103 | 4004 | 4104 | 4005 | 4105 | 4006 | 4106
RSERRIAE T 2R B
REWES 7 8 9 10 11 12
B REE TR i i 3 i3 i3 HE i3 i3 i3 % e a3 i3
*EAEE | 1007 | 1107 | 1008 | 1108 | 1009 | 1109 | 1010 | 1110 | 1011 | 1111 | 1012 | 1112
il
f% {KHERE | 2007 | 2107 | 2008 | 2108 | 2009 | 2109 | 2010 | 2110 | 2011 | 2111 | 2012 | 2112
) .
% FHEE | 3007 | 3107 | 3008 | 3108 | 3009 | 3109 | 3010 | 3110 | 3011 | 3111 | 3012 | 3112
=5
B SR | 4007 | 4107 | 4008 | 4108 | 4009 | 4109 | 4010 | 4110 | 4011 | 4111 | 4012 | 4112

6. FMOHRNRIT —IADERTR
BEICOWTIE, AMRI/NE A EEZ D TEER 2> 2. HERIZDWTIE,

BE TR IR B EAL T IC AR 2TV, GlBREO

Ml 2T oz, £z, WEHRM LR

k] & U TR IR OB BRE WG 1 > 7 2 840 U oo IRERHARTRG 7 iRp iR B i 3 BE LI 12/
B A B2 D TREEEN 217> 7z, BEE S —2TE. W HIEsr — 2 5 0LIZEB
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®E. BEMES. BEPYOEEES. HERON., BMES. BN5E BEREEVERS
BEOE L. KERD BELROAREHME THREY) B, RkR58 ) JToicapida
Ner—o I)NTHBRES . EER. R5E. . 9FS. BERSNUEIKH 2 i0H
L. #rl7,

7. BRERER. k5AE BEHERMKELRE

BORBEIL, E M ORBRIEE L TFREIN2RO0HKL52BR L 7=, #54581T 10mL/ke
HREELL, @EEFYCTFEZHWT, 1H1EETH (08:42~11:59 O . £ 405
21 HETO 18 AMRERDREG U, SEFICEEE () -7 2R E Lz, @
R EOREHER, BERCREIEVWRHOREZEECEN Uz, RS 9 M & L,
ZTOMBEEZ LU 2,

8. BERFEZE
D —EiREBoHE
EHAERIIONT, REHHTIEMEE 3B RS, RE5EEBERUOET 2 Kk, 272
L. TIEOR KRB G f5E8EO 2 RB)  KREHNTIEED 18 CRard) S8
RO B8, Bk - B, 178, RERREDO—BIREEZEX L2, BEIC DN T,
—HREBE UM EREZ 1 B 11 GrERORSGED ICEHRELEZR, WITNBRIFTHD,
AFRBR D A S BRI L 72,
BB, BT aiHZL®R 0 A, #G5HBEZKRS 1, 5 1~THZRSE 1A, &
GHIMK TORAZRE 1B, KE1~7THEREE 1B LU TRREL, £RLE,
2) REJFE
EFERITDWTHIE L=,
BERIMTILES 10 4. 8. 11, 14 KTV 18 H (B84, 7. 11, 14, 17T K21 ) O
IE Y H OB GENTIE Uz, REMEAIIAREK 1 RN 7 B, BBE 7 HZ EIHE 1 =03
E L7z, BEL 08 :02~10 : 48 DRICITo /2, F7z, A EEREILOLD, HiRE
WZHH) 16 BrffM R OREZ R IE Lz,
3) BEEENE
IRSEHIRI Tt D &F A IRITD W TRIE L 72,
REF 1 EIRE 1 NS sHEKREIAAS TOETD 2780 4 HHORRETREE
., ZO®%E3~4 0 TEIC3730W0 4 AMORBEEREZME (08 : 18~11 : 32 D)
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LT 1Rl ARZERHLU-.
4)  MuEige

EHERCOWTIEREE 2 4% 7 RO 11 BIZ, U2 B 11 RO 14 AiC, B
BRBHZE A% 14 RO 17 BIC, RO Z 4% 35 RO 42 HIC, BEABTK RS 4%
42 TN 49 HICEEE L Tz,

5 HEERE

EFHERBCOVWTES 18 A (R LH) CEARE. ABKE. EMRE. EPE

FIRNEOBNKEH (Preyer K& #HZRL 1,
6) WReE

K355 9 ((h3K61~63 H) OEFHERIIDWTRER - /2,

ZHERE, FMINRREGE Y FLAEF—DICEL. #fR - BHEAKT T 4 Rk
EHRRL . 20%. BHEA - AHEK T T 20 RHEREZHEBLU -, o= REHAWT,
ROWEEHIZDWTHRELZ, B, WU ZRI0 4 BRHRIZOWT pH LFILEETO
WRAEE, TORICESN 20 HRZHWTEBEZRIE Lz, £/, RFICDWTIL 4
REiIR & 20 RefRZ e e EL . AR L.

BREEE B E KO

pH URIFLET 7A #ABH (A2t Z@E—F%) 2
ABE URIFLET 7A id## (B 24LIE %) 2
bk ok URIFLET 7A #SHl (BEREHTEHE—RF) 2
N a—2 URIFLET 7A B (MRl mEE Ry @
it URIFLET 7A il (MR 2al@sE—#g) o
CUIIE > URIFLET 7A B (MRl —f%) »
oyl /=4y URIFLET 7A &8 (X2t R »
taif AR SR

Y i R

fRE (24 Frfd 2) HEME

Bi#EH (mOsm/kg) Kk Rk

R RE R

a) :  mini AUTION ANALYZER MA-4210 ((fX2&+L FUECEE—F158)



b SHIBRBEEMTEHE A—K7 2 RZAF v OM-6030
(Bt s E R
7)) MEFRE

B-4313

o4 B T ROMASE IR T O 0 ORREHC. BiHM S —FHRE (] 16 FFE) &
BlafEEE L —T )UREE FCHE L. #5008 T R RS SERERD 5 ~/3 Y
SALER U - ERNENICMIE R L . EDTA-2K WMERIHE (SB-45 @ 2 A A v 7 Ak &)
A ImL 250k Uz, RSSHIRRK T R B3 E K Bk 5 EDTA-2K IR fuk
(SB-4l: X A w7 ZHAEH) K EFRRL . TNEIXOHEIZDWTHEL 2.
B, RIS TREREMIC DWW T, 3.8% 7 T UM MU DU AZ A /28 ITERIN
L. INEEOHEE (3,000rpm. 10 70D LTHESNmEZAWTZ O o Bk

B ONEHALE S bO R T 5 AF VIERICDOWTHRIE L 7.
BEEHE WoE K B {7
FRIMEREC (RBC) ERIPIA RS 104/uL
ANESVTOE SR (Hb) ST A RAETOE LS g/dL,
AT RV ME (H) FRIMERE L DGR R A S B ) %
SR MR (MCV) BREPTA s fL.
EH Rk GaFERE (MCH)

R RN E/OE B o B Pg

TRk ARRE (MCHC)

HBAR IMER 2

I N B

HIfLERE (WBC)
FLERT 7028

Jobho e R (PT)

ANEYOEVBROAT R Uy MEDSEILS %

Brecher i% %
ke e 104/uL
BRIEPE LREHES 102/uL
May-Giemsa BaiZ K 5 Bifiik %
J 0y hED s

EMEEERS F O 2R T 5 AT R (APTT)

27y MED s



1 R I TE AR

o IV —EEHFSEHMERT ;51 Y—

=1

d) . IVEEREEFHTEE ACL 100 (Instrumentation Laboratory)

8) M L FRE

B-4313

T8O (R 7 A=) 7 —KF

MR FARA D 7= 60 O & [T, EREIRD O ERILL 7z i & ~ /3 ) > EtBRE I Y
DL 8E (3,000rpm. 10 77[) L, HBonEEZ AW TROEBIZDWTHRIE 21T

27,

AR

GOT

GPT

LDH

7 -GTP

AIP

#aL2570—)b (T.cho)
M) ZUESA R (TG
D IEE (PL)

RE U E > (Tbilirubin)
T 1—R

R#EEFR (BUN)
JVVFZr
FRUTL (Na)
AL (K

3% (CD
FIV L (Ca)
R > (P)

ez ABaE (TP)
TNTI

A/G

Mo LIk
UV-rate i% ¢’
UV-rate ¢’
UV-rate % °’

IU/L

I V-3 IR F 42 0T 2 R TU/L

Bessey-Lowry i%£¢’
CEH-COD-POD #°¢’
GK-GPO-POD j%¢’
PLD-ChOD-POD ¢’
7 EVIVE ke
Hexokinase G6PD %’
Urease-GLDH ¢’
Jaffé ¥

A A 2R E ML

A A R EMmE

A A RN BRI
OCPC ik®’

TUTT R
Biuret #%¢’

BCG ¢’
BIZARBNDET T 2 I EHEE

TU/L
mg/dL
mg/dL
mg/dL
mg/dL
mg/dLL
mg/dL
mg/dL

mmol/LL
mmol/L

mmol/L
mg/dL
mg/dL

g/dL

g/dLL
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s PR p AR
e) . EHIHEE Monarch (Instrumentation Laboratory)

9) A
HRR, BEEROME RO IMHERE 2170 12,
(1) HIBRRVHETERONE
RFENIT RIS KEIRIMNIC L O HILBEE S B A REW OH EEBRL /214,
SEES, MR OEEOEE - AT OWT, WIRMIZEE O 2 IR - iRl
oo BEAT, AFIZRTEHRE 2R (FRKRCHRIITY S EEH 10% )< U i
THEEREL. 7270, REHMKTROTEERIDWTIE, KEEOE M) L.
METER (EMER) 2E Uiz, £, EA%ROKERHTEN SAE 100g 4
ZODHFBEER WHXMHE) 28U Uz, *HZLEREIR DWW T ESLA R 2 TillE L
eI, ERGETOMETHWL 2. BEMICOWTIE, &5 HIME TR Y & R
T—F )R FCIEABMREINNC & 0 B BEE S Bk L2y, BEid@nsnd. A
ABROFHAI A BRI L T2,
B, FEefh, HFRIR (RROMMEZED) * BIEx WIR. M. OB, i (WEX%
GE) . FPER. B, RS RER bk ORMY, PE
(2) AR R
EHERITDOVT, ROVEHE - MRETEI L., Y 2 BEE 10% V< U | CTHElE
(720, BREOHEE LIKET 7 2w, IBER. N—F — IR OEARE Y BT
THRBLUIZ3RTNZNTINTER - 25%F)I<Y W TRE L. U S EEEE 10%F )1
TURICHREL) L N7 4 L, 2ok, 85N R ORI/ TR
OMIEH ESARBORFENOREE - L NCEREHOBR (5 RK TR
T 300mg/kg K G HICHBYERGOZENHONID) & ZOMOBOH 4
RTHIBMICRENB SN DWTYR EL, AR MR 2 - TF D Gefafd
AEERLTERLZ. ZOE. 300mgks RS TIE., HEHMKRTHOIIRIC,
REEHARTHE THEDBH R, TERCIRICHBWER S ORENRD SNZD,. IO
TIEDWTHEARRITO/Z D AERICER Lz, £, B E MK Tko
X IRBE K Uf 300me/kg G RE O 3 Fil (B)¥&E 5 LI 751101, 1102, 1103,
4102, 4103, 4106, (KIEBIMFE VI ; 1107, 1108, 1110, 4107, 4111, 4112) KD
WTWHTEREDTO S 2T > SRREBGRILES (FSH) RUOEERRFIVES (LH)
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DR FREZIT o2, ERROCRFMREIAENIOWTELABR L, 1b,
BAE. N—F =B, WABIRE FE DO TTAMEEAOERIITHT, REDOHAE
U7z i, fEHARRRIEE (A1) EMREEZ2ERILUBREL T,

KB, AN, #EE (WED . A eeet, IBER S, N—F—F. TEE HIRER

(ER/MEZST) . IR, MR, M. ST >N, BRI >NE, O, K
RER, K&, M GEXZEE) . & &E B T 2EB 2B [R5,
maf. B, SR AR - MR MR, RSB, BB, BERE. MR, RMLLMR. mISZAR,
. IR, TE K LR BROVER (Wi - REEE) . KISERS. B8 (R
PEER) . PRHRAY R ERAL

9. frAMERAT S Y

RE, HHRE, REE (RE, BAL) |\ ilFHRE, DREFERERVREERIIDNVT,
7 Bartlett HEIC K D BB O IO~ OBRE (EEANE @] 1%) 2{7o72. TOMRE.
RS — 235512 Dunnett # % 73 A — T/ WIEH T Dunnett 220D mean rank test
ZROTHIARE &SGR E OEEM O EORE (BEKE  wifll 1 U 5%) #{1o7,
HMEBS S OHRER AT D W T, x 2 REEICE D, ROEHERAREIC DN TITRM 2 K&
I L D ZNENR R & SRS EOEORT (FEKYE : mill, 1 RU5%) 2fF-7z.
AR AR O BRAEIC D W TIL, Mann-Whiteny @ U BB ICK D MR E RIXFEROAED
BoE CHERKYE : Kl 1 R 5%) #fio7=.
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ABRER

1. —fRIRAE
FRAE % Table 1-1. 1-2 % TF Appendix 1~8 IZR L 7=,
1) #5580
BRGHOMBEONWTNOBMIIDRETRDSNT, HETEMEAS NN T,
2)  REEHAR
EREGHOMFEONTNOBPITBREIRD ST, B LH LN,

2. @&
&A% Fig. 1, 2. Table 2-1. 2-2 KX Appendix 9~16 {Z;R L7z,
D %5 HR
30 KX 100mg/kg ¥ G#E TR, HEME S B ICHHBRE SIZIFRRICHER L. FEERA LN
Bk,
300mg/kg % GRE T, AHHERE & L AMEME S BHITHR G 4 05 14 HIIMT THEREEN
AL, HEHBPORERINRCIFEEZH SN o7,
2)  {REEHR
FR G OME S IR SITERBKRICHER L, FEEISSNAh -7,

3. #HEE (KEEBEPOHBE)
FiAE % Fig. 3. 4. Table 3-1. 3-2 %X Appendix 17~24 IZ;R L7z,
FHERGHEOME & IO S ZIERRICHER L. FEERASsNaho 7z,

4. HMeER

fiA % Table 4 K U¥ Appendix 25~28 122 L 72,

HEREGHOMMICH T ZMEEAE, Yk, RS, IS0 XU X AT & O
B, AHHREE & RIS S D1 A S s - 7z,

5. HEERE
F%AE % Table 5 2 UK Appendix 29~32 127 L 7=,

B GHOMMEICR T LR, ABKE. ERRE, Z2HREEREECTNKE (Preyer
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) WL WEBEOMICERRARRD S NEho T,

6. FRRE (KRESE 9:BICDHRE)

A% Table 6-1~6-4 KU Appendix 33~44 127 L7z,

100mg/kg LT ORSHOBE R OEREGEHOMTIE, WTFNOKRBEEB ICH MRS OB
BA & 225 d s 6 an o 7z,

300mg/kg GO T, RILEFICY YBEEOEELRDONBENZIEN,. REOER
IR NRBEFEOE BIRMEENRD 5Nz,

7. MiERFRE
kA& % Table 7-1~7-4 %X Appendix 45~60 {2/ L7z,
1) 5 AR TR R
BEEROMHEE BT, HBEEERTHWTNOREREHICOARZRTIRD Shaho
7z,
2)  IREEHIRIE T Frir
EHREBHOMBREE BT, HRBLENTHINORAFEHICOARATIRD SN
7z

8. M&R{LFRE
%A% Table 8-1~8-4 &R UX Appendix 61~76 {Z/R L 7z,
D) RSHR% T RRE
30 & TX 100mg/kg X G REQ MM T, MM EHENTWTNORERAICOABRETA
snasmholz,
300mg/kg SR T I Z L 3 — 2 OF R/ & #HY) > OF Rz, 12 LDH
THOHBERE T ERBRZROABRRBEINEOAY O LOEERBDLBA SN,
2)  RIEHIMIE T Rt &
FZHESREOME R T 100mg/kg A FOBSBHOM T, MBHEERTHTNORETH
bEEEIS NN,
300mg/kg "ESROMETIE, 7N T2, LaLAFo—), U VIEE. REEHXZKLY
FN T LAORBERBMNED SN,



9.
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REER

k4 % Table 9-1~9-8 KT} Appendix 77~124 2R L /=,

1

2)

10.

FH IR T IR AR

WERME ST LB EEZ SNSBLER. BERTIIRIZRD S,

B OB MXEREOGEHEND 300me/ke 5 OMRECRD SR, T
HELAERIIHMNL -
MO ERIZDWTIX, AFEZHOSNREN-2EOD, S NREM
N A SN,

oW HEMRUHMEROE BB 300me/ke 5RO 5N,

g B o MO ROV EE OA Z R SZUATEAMEIRIAY 100me/kg BA L D% SR
BN,

i, 300mg/kg ¥ GHOMHICRIB O ERICEBREDNRA SN, MMERIC

BAERETA NN T,

RIS T R

WY EHGIC LD EEZ SND BB A DI ED Sz,

B OB N ERURHEEROAEREIND 300mg/ke HEREOBIZHO SN, [FE
ORI MIMERY A 5 Nz,

B & ¢ MM RUHHEROF RSO 300me/ke T ERHIFED 5Nz,

iz, 300mg/kg HEHE QU FRIR O ERO 4 EDHEMA A LN T208, 51

HRTRTEAELONBWI L BB T 2MMERE T REFTRIZIASN TVWARNI &M,

WERME & ORI IR S KB L 2. F/2. 300mg/kg R SREOMICFRO BN ERD

AR B SN2, 141 (No. 4111 : 10.97g) OFTREMERKMLAZBDTH N,

WERME RS & OBEERAAWH O S HET Lz, 7235, 300mekg 5B OMD 5 Filidx

IREEOR AN GHHERE © 6.17~7.60g. 300mg/kg %5/ : 7.01~7.59g) Tho =,

Biltx

FkA& % Table 10-1. 10-2 J2 X Appendix 125~140 IR L /=,

D

PG IR T AR A

HRMER 5L D EFE A SNHSEAFRIED S,

BB o RAUE GERIME) A 300melke RGO R FIZRO SN, MU, B
Fapiak (Frfpte) 25K BRBEOME 1 81 & 100me/kg HGREDIERES 1 #1112 H
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537z,
2)  (RERIRIRE 7R

WRWEHR LI L2 EEZSNABENERICRD SNz,

BB . KAULE (MR A% 300me/kg I G-BEDME 1681 (No.4007) . EEHED
300mg/kg $S#EOME 3 4] (No.4009. 4010, 4012) & 1 #l (No.4110)
RS SNz, T, BFRILEN B R X 300me/kg 5B OMES 161
iz, —EBRAM (Pt B 1 e s hz,

Oz, 300mg/kg 5 OHE 161 (No.4009) ([CHIEDEEN LS 17z,

1. REBABYRE
FRAg % Table 11-1~11-7. 12-1. 12-2 K TF Appendix 141~168 iZ. FT RO ZEH%Z Photo.1
~29 1T LTz,
1) 5 HIRHK TRRE
TR AL 5L D EEZ S NLSENFRBEVIIRICR® 5Nz, LUFICEE T8I
2O ERET %,
B OB 300mg/keg HeERETIE, BEESMICHVT D IRMIE O RS AR O S8R
IRIEIE (Photo.3) . HLEHEOEEMB WL MEEOHIE (Photo.d) RUE
WU E OIFIR R IRME (Photo.6) MHEMSFICRD SN, Hiat?
HIC HABRE S OMICEBENSH SN, F/2. 300mgkg %58 TR
S AN MR RS OB BOO IR E O 8 (Photo.5) 23HE 5 fil &M 1 #11iz,
B R TR R ERAINRE (Photo.5) 2V 3 Bl &It 1 fliCH BN, 1
BT B RME N OMIEERE Ol O R B GBI I B EN
HHNTE,
100mg/kg HE5H T, BIEAAITBVT B RME OB KR IL IR
1) &M 2 BT, RS IR E OV 3 ) &l 1 Pl A 5 1z,
iz, BN L AR OB BRI B OME 1 # R TX 100me/kg 5
HOMMS 1 FIcH SN, MREEOM 1 FICIE, BENRE OB E O IIEN
Ml REbBHEI N, o, SRBEOMOM 1 FITIEERRS SNz,
30mg/kg 5 BT, BAURIFHREAERME O 1 BlicAH SN,
OB PHSHBRREROBMOUIEE QMM (Photo.15) 7% 300me/kg 580 3 #
e BTz,
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SRR X 300mg/kg ¥ GRECH S NTZBLELITNICRE T 50, £OHBREN S8
RITREEA LN,

B Bt KRR OB SO MR IR P o HEEE B TX 300meg/kg G- REOMER 1 (1T

HHNTZ.

T E MR CRERR G CHBEBER TN 300me/kg %58 TRERLUI-MOEBE - M.
2HB, K4, /NN, HEE (W) . AEaet, OB ] I (REXEED) . Al
B, TR 5. BiE. S5, B, BB TR, S REL R, BB TEE
FURER (Bdo/NMEZEETD) . RIE. RAR. BB, SRR U D/NE IBRIBEYD /X8, 5.
MR EA, FHE, R 7. LR KE (BER . ek BRUEHE (WE - KR
) ROKBEERE AN BE T IR S e oz,

2) IKIEHIRHK TR

WBRYHEBR S ITL S LB NLENER. PR, FELUTERICRD SNE. LTI

SNIZALZERE ZEICHERT 5,

B OB ¢ 300mgkg H5H T, ILBME OB UHEEOPE (Photo.10) 21
MEHE2 BT, BHOOIRE ORENY) > /SERALIEENY (Photo.12, 13) A8
Kep Lt 5 FlicED LN, WITNB MR EOMICHEREENA LN,
7z, BHCUIRE O RME (Photo.12) R UBRFBMEDEM i
B ORHET (Photo.13) WSHE2HI &M 1 AlicH SN, EORBAIEIEE
Bizwmlriz, i, BEAE BT 2 RME OBMaERRILE
(Photo.9) MSMEMES 2 BITH O NTzIEZA ., FRHE BT 1 M I 0 % X
WIEEOER (Photo.11) WINTBEBOUIEEEE DO HIAE (Photo.12) %
eSS 1 BlicH 5Nz,
i, EERURRE M) > ERKER R AV IR DM 1 8, EHCUIRED
B ILIRAS RS, 30 20X 300mg/kg FHHEOHES 1 fliCH SNz,
100mg/kg ¥ SR TIE. BE IS RME O EHIRILE N
2 FlZERH 5N, TD I B D 1 PN EIE R N A S N,

P M : 300mg/kg BRERETH. HEROBRE GIHELEDORE D (Photo.17) 2% 5
Pz, BHSHBP I ORI E DRI (Photo.15) 2% 4 #lIZFR®D 541,
WIN BRI EDOMICHBEENS SNz, £z, BHMOUIRE QI HEE
K2 (Photo.17) %% 300mg/kg ¥ 5#E0D 3 #1 &5t i#E M T 100mg/kg % 51
D& 1HzHABNT,

Y



3)
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PR b R MRS O U 3R L DIER (Photo.21) 7% 300mgrkg % 58D 5
plhicasn, REABIERITHEML =,

R b DR IEE (Photo.25) 2% 300mg/kg #% 5-FED 3 HliZiD 641
7.

KRR X 300me/kg R GREICH SNFB L& L PICEERT 205, ZOHBURE, S W

THHMAETREEZ 5N,
TP WEMRR R B M S MR R B A IR B O 1 BIIC A 5 Tz,
Hili I A R OB SO M AAZ R 1Y 300me/kg R G-REOHE 1 FlicH BN
7z
" FABE R T I R A RAE M A R4S 300mg/kg G- RO 1 BIICH S
Nnri-.
I RHEN 300mg/kg R 5HEDHE 1 #1 (No.4009, AIRMICHEEN LRI N
R izAasniz,
fF B XD 0 NP 2 M Vet IR OB 2 1 5 TF 300meg/kg %5 B OMERES 1 #1112
H BTz,
PE R R R M 2 MR B R S HE B O 8 1 1 K TF 300mg/kg % 5-BE DI
A1 A s NIz,
GIRVA: WP P R R M 2 0 70k HERE B O B00mgrkg 588D 1 KU 2 BilIT
HFHENT,
iR B RS MR B S IR BE R OX 300mg/kg G EEDOIES 1 BlizA S Nz,
G

% 5 BRI B QR RTHE T O3 IR B O 300mg/kg B 5 #E DS 8 HIOTEEKIZD N
T, 702 7F >, EHEERFIIVES (LH) RUIREAREERIVES (FSH) %M

{1077,

(D B Tk

FEA

70527 F Kk LH BRI e & T 300me/keg R BREE TR
BWRNEETH D, ZERASNah o720, FSHIZDWTIE, HMEE##O2
PN EETH o =0 L. 300mg/keg 58Tl 2 HIANMEE, 1 4
PHEETHO, POEM o7z (Photo.27) .

(2) (RIKHARTIHE 70

TRk

7057 F BRI B K O 300mg/kg R GTHE & BIT BN K
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Btk Td b, HEAHsNEM->7z, LH BRI DWW T H R T
300mg/kg & FHEE HIZRBINBEBHETH D, BdHBSNeh o Tz,
FSH DWW T, #BHEO 3 fINWTNEBMZEE TS - =0z
L. 300mg/kg HGHE TIIEMPNRELRBIEZ R L £ ORI T
2HEIC B> 7~ (Photo.29) .
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2 B

pla, e PAFIUNDINT /) = VOREROBRGROBE ETOMEREZT LIRS v
FEHWTHRHLEZ, 58130 CGHU—"7M) . 30. 100 R 300mg/kg/day & L. 1 Bl
% 12 IE® Spraguc-Dawley & SPF T v b (Crj:CD(SD)IGS) IZ4£% 4 His SEEA R ETO
18 BRI EROE L2, TO%, FEB (1 #HEES 6 L) IZDOWTIL 9 MEREL /-,

£ 5B M OMAZERAM 205 U T — R IC R TR o e, UMb ashah- 7z,

HETIL, 300mgkg HGREOMMEITEEMMENH S N72H, KEICTXL D EIEENED 5N
7z

PRI I HE U A B T, S REREOMEH & IRy 5 ORE LA 5 Nieh
572, |

SMEBISCIE. MERE, UIsE . IRMGBZ, RN RURERHUESHORZ TN
TOFERITDOWTEHE LA, SBRYEL G L2 BERD SN .

MR T, BEALACE. MM, EmES. 2EPIERR AR OEN RS (Preyer K4)
ETRTOFERICOWTRAEL 20, #BWERG L 2HEREITIRD s a7k,

R 9 BT - 2RI T, 300merkg $%-G-REOREICFR & O BN & PRZ 8 M O A I O
R D) CBIEORDRH SN, 20 ORBREF RIZEIR T 5BMAOFEE ik
LiboEEZ SN,

MR TiL, 35 HIR T R e OMASE IR TR & B ICHB B 5 0Z B IR0 o N
BN,

WEPRE T, p(a, - P AFINN DN T v ) —IIUREIT R S ZBEEM. K. DR,
FE, BEROTEE (RELE) TH56NT,

B T, 300me/kg 5 CRIIRMNR ABIME & BRI IZA SNz, £72. 300mg/kg
1 5.5 o MR Tl R I BB AU I BT S IRANE O ERURIGR, FLETE ORI A
FRANE . PRANE PO ICHIISR S O B B e NPV B P vh BRI AT B 23R S e, D OFRE
ZRRLU T, 300mgkg XS BOB T LAORBREICB T 22L& M) > o, 1
TN FPIREZROBINE U T LOREDNA SN, 100mgkg HGHTHHBIMIZBIT

FRANE DO FENUIRIE AR e Ot IR B A I R S Nz 2 & s, BIRICH I 5813
100mg/kg HEBIZETRRbD EEZLNE, pla, a-PAFIIRC 2T = ) —ILOFEE

DEEIRAT v bEAW 28 HERERSHEE AR Y TRHOSNTH  H/ERET v b &
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AT MCHBUIZELTH o 2. 7285, 30mgke 25O R GIFEEMEIRMEN A LN
N, FEEFABIL 1LFATLAS, MOTHENELTHY, MIZEETAONZNTENS, #
B E & OB AW SR L 7. (RIS TS, HEEORENZEREEA S N
13,0, 300mg/kg ¥ G5REOMEHEIC R mHIE, 300me/ke S GROMEICT IV T I 2 AL A5 1
=) U UHEE. REEENIIN T LOEMRHLNZHOD, 2OMOFRITNTND

B GHME TR SZIFREES L IIREBL Tz, £, BEIZB T2 4EEME S5 P ER
MWHEY NERICEERDD, KMENDOIRE bHEL Tz, HIZ, REHE O/ R HLE
U 7z PRAHE M RIS OB EN A SN2 Z LB EDN S OBEIBEREZ RBETHH0
Tholz. LIEW->T, BERFEEEEOERILEEZ SN,

R TIE. 300mgkg HSRICEREIOIRD 5NN, MR ETREIA ST, K
FEICEDHERTHZEND, BREAOEEIIWMD TERERLDEEZL LN,

DB, PHEHURAZE DIEINAY 300mg/kg HE5HEICED & N7z, KEERD 300mg/kg 1% 55
TSI O MMAFRREICA SN, TRk TEEREBHD Lz, Hiz. IIEER )
MEEETIE LIS H S NI E/n 5 722% 300mg/kg % 58T 3 B2 51, 300me/kg
BRERTREFABDLDLENL Tz, IS4 ERBmL T, & 5HME THED 100 K
300mg/kg % 5-F LAKIEHIRTL TR O 300mg/kg & 5 RETIIORREEI WAL /-,

TERRETIE, H5HMETRICEETRIAS NAho 2a, KEHMETIEO
300mg/kg FEHETIE, T2 ORI LA O IEK K ISR B OHBIEDEED & 1z,

ERUZmL, p(a,a-PAFNURD)) T /= idlEE RSN EEEZRIZL TW5S Z
EARBINZZ EMS, WHEEEE 300me/kg &5 BED EBI D MR D W TINEHRIE RV
£ (FSH) . #ifAFkEIVES (LH) K700 F 2 OREHErRREiT o7, £
DFER. LH 7 0F 7 F DWW TIRE S HM R RS T & B ICHIRE &
300mg/kg & FREE DRIZH S N2 EEA S NN 7278, FSH IZDW T, 1% 58 7
BRI U, IR TR L 7z,

ORI BINRRVFEICAS N2 FHELE, TAMOD U EREZETSYHEICEK
NAERINDZZENMHENTNSS , TA MOz AMEHERTYWEOKBRREIZED, 71
— RN VAR UTHREIBEGRLVE Y (OFRbOEY) OonwlifERITD , LR
STy pla, a0 PAFIUROW) T2/ —IJVET A bOT AR ZA T alRetEdlRig Xz,
UL LIME, BRAT Y bMZp(a,a- PAFINR DN T 2/ —VEERELTH O LD i
HAEFEZGOBLITRED SN TR &G, B IZHBT 5 NTRRIC L 520D
5 EbhagEEINns,
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ERDZAGIZINA, 300mglkg %55 TIIHEITIA )V 3~ 2 DD, iz fid LDH D
BADEED 5Nz, MBS LDH HEORDIRETH S Z & ARBEREE O & Eik
THMIKMEE I DN EMS, RRBRICBIT2HEEFNERITILNEEZ SNz, TIN5
DEACIARIEIZ L D WRL I,

LLEDm<, 300mg/kg 58Tl WEBMME. BEICAIRMRAAY L REHERT
HEH, UIROEERD. DK O ROREBEROWEME S YT LOREDRHRLNTZ1F
M. BIBICRRE OEIIRIEIR. FLIRE OOk, AN IRME . RS NI ERRE O
B O PR PERFIIO B . ORBLICEASHONI R O BMAszEd b Nz, 72, 100mg/kg % 55
T, BRI RME OZERIRIER R CUAR R E 2 B oz, REHIRIE TRIL, oI
Br< 2B i3k d U <I3ERE L 72, JIBIZD W T, 300mg/kg #% 5.8 TRASHUN IR DIz
MA. HEBROBDRUPIFRERNZD SNz, £, FEICHAKR EEZMEOMEA, IO
LR ORENFED S, MR ALIESRICH T 2 BIREICI DAL, —F . 30mg/kg &
BT, WThOoREHEAICHDERYERSOEBIRD o nahoz, LENS T, Al
FHETFIZHTS p(a,a-PAFIIR DI T o /=)L OEXES (NOEL) & 30mg/kg/day
CHEE I Nz,
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X ™

D R o (0.0 o AFARCOIN T2 DTy b EERICB S
BT B R BR S U —F 25— RBES 1 U-1698)

2) Shayne C. Gad and Carrol S. Weil (1994) : Chapter 7. Statistics for Toxicologists, /n
Principles and Methods of Toxicology (A. Wallace Hayes, ed.), 3rd ed., pp. 221-274,
Raven Press, Litd., New York.

3 EARIRE(1981) - EZhAEM — FHmi & #EHT— 11, pp.23-27, FATRFEMIRE:, Hiul

4)  EARI(1981) © FKNFEAN — Stk & A4 — 11, pp.387-389, ALAL KIS, WAL

5 R o (c.co A7)0 ~x>2) T2 —L05y BT s 28 HRIRKERDSE
SHEMMBR XA CEWREMDIRT. RBES : SR-9893. 2000)

6 EEZR0991) : FIAEEAE 5, HHEEY 7, EHESR, 387-405, M AEEE

7 PEETTER)(1994):=FTH M F B2, 236-246, FIE)E
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Attached data 1 SIERBES : 9906Q-q

5 ¥ 5k B F

HREH : p-(a.a-VAFNMRVIN) 72/ - VOAHEORESEE LU 288
REEOHSHFERRICE T IR ANEO T E B L UREHREIRR

ARES 9906Q
(L &HE KA LRLEWRTER HBHFS: SR-9891, SR-989 3

SHRRE . TEHRER

EBRMEEHBRELT oy b EF: p-(a,.a-IAFARKVIN) 72/ —)b
(oy ;FES 10100 2)

HAYUFEAB: 1999% S5A 258

FEx - ANE JHR (FR) (. SHBXTB8H (X, $& (¥ 5°C)
ABREREY : 5 MEH

BEFEHB: 1999% ©S5K 25H. 5H 28HBLT 68 2H

BERE : AR7o b S578

AR
HRwBRYE BFER (CFadE. %)
DRERE =R 3 K w3 H W8 H
2 0 Omg/ml 98.5% 101 % 102 %
0.2 mg/ml 100 % 96.1% 101 %

HEHE - PNE (ANEZOSFRE AT 2BFRISKULERET S,

e5HE B

/999 ® b6 A 4 B RPN Y F

s PPPE b6 LA RRTUESR -




Attached Data 2

B-4313

Concentration and Homogeneity of Phenol, p-( @, @ -dimethyl benzyl)

in the Dosing Solutions

Testing Facility : Bozo Research Center Inc.
Date of Analysis : October 22, 1999
Study No. :B-4313
Stage : before the start of administration
Test Article : Phenol, p-( @, o -dimethyl benzyl) (Lot No. 101002)
Vehicle : Olive oil
Prescribed Concentration :3, 10 and 30 mg/mL
Form of Sample : solution
Date of Preparation : October 21, 1999
Prepared by : M. Ikeya
Method of Analysis : high performance liquid chromatography
Analyzed by : H. Murofushi
Person Responsible for
Analysis : T. Tsuda
Results
Prescribed . Determined Proportion to Coefficient of
Concentration  Fraction Mean + S.D

Concentration (mg/mL)

Prescribed value (%)  Variation (%)

{mg/mL)

Upper 3.18

3 Middie 3.12 3.15+0.03 105.0 1.0
Low 3.16
Upper 10.6

10 Middle 10.3 10.4 +0.2 104.0 1.9
Low 10.3
Upper 32.0

30 Middle 31.8 31.8+0.2 106.0 0.6
Low 31.6




Attached Data 3

B-4313

Concentration and Homogeneity of Phenol, p-( @, @ -dimethyl benzyl)

in the Dosing Solutions

Testing Facility : Bozo Research Center Inc.
Date of Analysis : November 8, 1999
Study No. :B-4313
Stage : day 15 of administration
Test Article : Phenol, p-( &, @ -dimethyl benzyl)(Lot No. 101002)
Vehicle : Olive oil
Prescribed Concentration : 3, 10 and 30 mg/mL
Form of Sample : solution
Date of Preparation : November 8, 1999
Prepared by : M. lkeya
Method of Analysis : high performance liquid chromatography
Analyzed by : H. Murofushi
Person Responsible for
Analysis : T. Tsuda
Results
C(I))rrlizzrtirzii%n Fraction Determined Mean + S.D Proportion to Coefticient of

Concentration (mg/mL)

Prescribed value (%)  Variation (%)

(mg/mL)

Upper 2.98

3 Middle 3.00 2.98 +0.02 993 0.7
Low 2.97
Upper 10.2

10 Middle 10.1 10.1 £ 0.1 101.0 1.0
Low 10.0
Upper 30.3

30 Middle 31.8 308+ 0.8 102.7 2.6
Low 30.4




Body weight (g)

B-4313

600~
500}
400+
300+
200+
100 Male o——o 0 mg/kg
A~ — A 30 mg/kg
g— —0 100 mg/kg
&—-—«& 300 mg/kg
0 . | | 1 i L | | ] 1 1 |
14 8 11 14 18 1 / 14 2 28 35 42 49 56 63 (day)
F Administration 4 } Recovery —
Fig.1 Body weight new born rats administered orally with Phenol, p-(e.o-dimethylbenzyl) for 18 days

and followed by a recovery period for 9 weeks



Body weight (g)

B-4313

600~
500+
400+
300+
200+
100 Female o———-o 0 mg/kg
A~ — A 30 mg/kg
I— —01 100 mg/kg
&—-—¢ 300 mg/kg
O { | | ] t ] { I I | | | 1 |
174 8 11 14 18 1 7 14 21 28 35 42 49 56 63 {(day)
F Administration 4 } Recovery -
Fig.2 Body weight new born rats administered orally with Phenol, p-{e.e-dimethylbenzyl) for ‘18 days

and followed by a recovery period for 9 weeks



Food consumption (g/rat/day)

AOF

30

20+

10 &

B-4313

o——o 0 mg/kg
A~ — A 30 mg/kg
&— —m 100 mg/kg
&——<¢ 300 mg/kg

0 | 1 ! ! | | | ! 1 | i L ! L L i ! |
3 7 10 14 17 21 24 28 31 35 38 42 45 49 52 b6 59 63 (day)
F Recovery q

Fig.3 Food consumption new born rats administered orally with Phenol, p-(e.ae-dimethylbenzyl) for 18 days

and followed by a recovery period for 9 weeks



Food consumption (g/rat/day)

B-4313
A0

B O— —{O— =B
. e N e A N
— L & h—y A\ pery O \: _
10+
o——o 0 mg/kg
A~ — A 30 mg/kg
m— —m 100 mg/kg
&—-— 300 mg/kg
O | | ] | 1 ! { 1 | 1 l I 1 { i | i .
3 7 10 14 17 21 24 28 3 35 3 42 45 49 52 56 59 63 (day)
— Recovery |
Fig.4 Food consumption new born rats administered orally with Phenol, p-(a.c-dimethylbenzyl) for 18 days

and followed by a recovery period for 9 weeks
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Table 1-1 Clinical signs of new born rats administered orally with Phenol, p-( @, ¢-dimethylbenzyl) for 18 days

Day of administration

Sex Dose Findings
mg/kg la) 2 3 4 5 6 T 8 g 10 11 12 13 14 15 16 17 18
0 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Male 30 No. of animals 12 12 12 12 12 112 12 12 12 12 112 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
100 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
300 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 1z 12 12 12 12 12 12 12 12 12 12 12 12 12
0 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Female 30 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality i2 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
100 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality iz 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
300 No. of anlmals 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12

a) : Starting age was 4 day after birth.
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Table 1-2 Clinical signs of new born rats administered orally with Phenol, p-{ @, ¢-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Week of recovery

Sex Dose Findings
ng/kg 1 2 3 4 5 6 7 8 9
0 No. of animals 6 6 6 [} 6 6 8 6 6
No abnormalily 6 6 [} 5] 6 6 4] 6 6
Male 30 No. of animals 6 6 6 6 6 6 6 6 6
No abnormality 68 6 6 6 8 [$] 6 6 6
100 No. of animals 6 [¢] 6 6 6 6 6 [¢] 6
No abnormality G 6 6 6 6 5] 6 6 [
300 No. of animals 8 (& 6 6 6 [4] 6 6 [}
No abnormality 6 6 6 6 6 6 6 6 6
0 No. of animals 6 6 6 6 6 6 [+ [¢] 6
No abnormality 6 6 6 6 6 6 [ [} 6
Female 30 No. of animals 6 6 6 6 6 6 6 6 6
No abnormality 8 6 6 6 6 6 6 6 6
100 No. of animals 6 6 6 6 6 6 6 6 6
No abnormality 6 6 6 6 6 6 6 6 6
300 No. of animals 6 6 6 6 6 6 6 6 6
No abnormality 6 6 6 6 6 6 6 6 6
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Table 2-1 Body weight of new born rats administered orally with Phenol, p-( @, @a-dimethylbenzyl) for 18 days

Day of administration

Sex Dose Gain
mg/kg 1a) 4 8 11 14 18 1-18
0 No. 12 12 12 12 12 12 12
Mean 12.8 19.7 30.3 39.0 46.2 Gl.4 48.6
S.D. 0.5 1.0 1.3 1.9 2.3 3.1 2.9
Male 30 No. 12 12 12 12 12 12 12
Mean 12.8 19.8 30.1 38.1 45.4 60.3 47.5
S.D. 0.3 0.9 1.3 1.6 2.4 4.0 3.9
100 No. 12 12 12 12 12 12 12
Mean 13.1 19.5 30.2 38.3 45.1 60.2 47.1
S.D. 0.5 1.1 1.6 1.9 2.7 4.3 4.0
300 No. 12 12 12 12 12 12 12
Mean 12.9 18.2## 27.9nx 35.8# 43.0%» 59.0 46.1
S.D. 0.3 1.1 1.7 2.2 2.5 3.6 3.5
0 No. 12 12 12 12 12 12 12
Mean 11.9 18.3 28.7 36.6 43.1 56.8 44.9
S.B. 0.3 0.9 1.3 1.7 1.8 3.1 3.0
Female 30 No. 12 12 12 12 12 12 12
Mean 11.6 17.8 27.8 35.5 41.7 54.9 43.3
S.D. 0.6 1.2 1.9 3.0 3.0 4.0 3.3
100 No. 12 12 12 12 12 12 12
Mean 11.5 17.7 28.0 36.2 42.8 56.5 45.0
S.D. 0.6 1.3 1.6 1.9 2.4 3.5 3.0
300 No. 12 12 12 12 12 12 12
Mean 11.7 16.6%» 26.24+» 33.24» 33.6%x 54.3 42.6
S.D. 0.5 1.2 2.2 2.5 2.7 4.5 4.2
Unit : g

a) : Starting age was 4 day after birth.
Significantly different from control group (##:p<0.01)
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Table 2-2 Body weight of new born rats administered orally with Phenol, p-{a. g-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks
Day of recovery
Sex Dose Gain
mg/kg 1 7 14 21 28 35 42 49 56 63 1-63
0 No. 6 6 6 6 6 6 6 [¢] 6 6 6
Mean 65.5 107.4 177.3 245.6 313.1 375.1 427.8 468.2 504.1 523.0 457.35
S.D. 4.3 8.6 15.6 22.79 27.0 34.9 42.4 46.2 56.1 59.5 56.4
Male 30 No. 6 8 5] 6 6 6 6 6 6 6 6
Mean 66.2 106.8 175.3 243.5 308.0 364.8 412.3 449.5 483.5 502.4 436.2
S.D. 3.7 6.9 11.4 16.8 24.1 26.1 28.6 31.5 32.1 36.3 35.0
100 No. 4] 6 6 6 6 6 6 6 6 6 6
Mean 65.3 104.3 173.8 242.0 308.7 367.1 418.2 458.8 491.6 510.6 445 .4
S.D. 5.5 8.1 9.8 12.2 18.1 22.7 30.5 38.9 435.3 50.2 49.3
300 No. 6 6 6 6 6 6 6 6 6 6 6
Mean 63.4 103.3 169.1 234.8 303.6 366.2 415.2 453.2 486.2 503.9 440.6
S.D. 5.4 10.1 17.4 24.3 32.4 40.2 48.0 56.8 60.3 59.9 57.2
0 No. [¢] 6 6 6 6 6 6 6 6 6 6
Mean 60.8 93.1 144.6 181.5 204.5 226.9 244 .9 260.6 270.9 277.7 216.9
S.D. 3.3 6.3 10.2 11.9 11.3 13.3 12.2 14.2 13.3 14.4 12.1
Female 30 No. 6 6 6 [§] 6 6 6 6 6 6 [
Mean 59.0 91.0 141.7 176.1 200.0 225.3 244.3 265.0 274.9 283.9 224.9
S.D. 4.5 5.9 5.3 9.3 7.9 9.7 10.7 12.6 15.6 19.9 20.0
100 Na. 6 6 6 8 6 6 6 6 6 6 6
Mean 60.6 94.2 141.8 176.8 203.7 228.5 247.4 265.5 277.0 284.7 224.1
S.D. 4.0 5.6 11.8 16.0 20.2 24.3 29.2 30.8 34.4 36.2 34.9
300 Na. 6 6 6 6 6 6 6 6 6 6 6
Mean 59.7 92.4 142.1 175.4 203.4 226.5 243.2 264.6 274.3 282.9 223.1
S.D. 3.6 6.3 11.0 13.6 17.5 19.5 24.3 31.2 34.7 40.2 39.3
Unit : g

No significant difference in

any treated groups from control group.



Table 3-1 Food consumption of new born rats administered orally with Phenol, p-( @, ¢-dimethylbenzyl) for 18 days
and followed by a recovery pericd for 9 weeks

B-4313

Day of recovery

Sex Dose
mg/kg 3 7 10 14 17 21 24 28 31 35 38 42
0 No. 6 6 6 8 6 6 6 6 6 6 6
Mean 10 14 17 22 25 27 28 30 30 32 31 32
S.D. 1 2 2 2 3 3 3 3 4 4 4 3
Male 30 No. 6 6 6 [§] [$] 6 6 6 6 6 6 6
Mean 10 14 17 22 25 26 28 29 29 31 31 31
S.D. 1 ] 1 2 2 2 2 3 3 3 3 2
100 No. 6 [§] 6 [ B8 6 6 6 6 6 B 6
Mean 10 15 18 23 26 28 29 30 31 33 31 33
S.D. 2 1 1 1 1 2 2 2 3 4 4 4
300 No. 6 6 ¢} 6 6 6 6 6 6 6 6 8
Mean 10 14 18 23 25 28 28 30 31 32 32 33
S.D. 2 1 2 3 4 3 4 4 4 4 4 5
0 No 6 6 6 6 6 6 [} 6 6 ] 6 6
Mean 8 12 15 18 20 20 20 20 20 21 20 20
S.D. 1 1 1 2 1 2 2 2 2 2 2 1
Female 30 No. 6 6 6 6 6 6 6 6 6 6 6 8
Mean 8 13 14 19 19 20 20 20 20 21 21 21
S.D. 2 1 1 1 1 1 1 1 1 1 2 1
100 No. &3 6 [ 6 6 6 6 6 6 6 6 6
Mean 9 13 15 19 20 21 21 21 21 22 22 22
S.D. 1 1 2 2 2 2 2 2 3 3 3 3
300 No. 6 6 6 [ 6 6 6 6 6 6 6 6
Mean 9 13 15 19 20 20 21 20 20 22 21 21
S.D. 1 1 1 2 2 2 2 2 2 3 4 3

Unit : g/rat/day
No significant difference

in any treated groups from control group.



Table 3-2 Food consumption of new born rats administered orally with Phenol, p~{ o, g-dimethylbenzyl) for 18 days

and followed by a recovery period for 9 weeks

B-4313

Day of recovery

Sex Dose
mg/kg 45 49 52 56 59 63
¢} No 6 6 6 6 6 6
Mean 31 32 a1 31 30 29
S.D. 3 4 4 4 4 5
Male 30 No. 6 6 6 6 8 6
Mean 30 31 30 30 29 29
S.D. 3 2 2 2 2 2
100 No. 6 6 6 6 6 [}
Mcan 31 33 32 31 31 29
5.D. 5 6 5 6 5 5
300 No. 6 6 8 6 [ [§]
Mean 31 32 30 31 30 29
S.D. 5 5 3 4 5 3
0 No. 6 [¢] 6 [} 6 6
Mean 20 20 20 19 19 19
S.D. 2 1 2 1 1 1
Female 30 No. 6 5] 6 [ 8 6
Mean 21 22 21 21 21 19
S.D. 1 2 1 1 2 2
100 No. 6 6 6 6 ¢} 6
Mean 22 21 21 21 19 19
S.D. 3 3 3 3 3 2
300 No. 6 6 6 6 8 6
Mean 22 22 21 21 19 20
S.D. 3 5 4 4 4 4

Unit : g/rat/day
No significant diffcrence

in any treated groups from control group.



Table 4 External differentiation of new born rats administered orally with Phenol, p-{ a, a-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks
Appearance of Eruption of Opening of Opening of Cleavage of the
abdominal hair lower incisor eyelid vagina balanopreputial gland
Sex Dose No. of
mg/kg animals 7 11 11 14 14 17 35 42 42 49 a)
0 12 0 /12 12 /12 9 /12 12 /12 12 /12 12 /12 6/ 6 6/ 8
0.0 100.0 5.0 100.0 100.0 100.0 100.0 100.0
Male 30 12 0 /12 12 /12 6 /12 12 /12 8 /12 12 /12 6/ 6 6/ 6
0.0 100.0 50.0 100.0 66.7 100.0 100.0 100.0
100 12 0 /12 12 /12 9 /12 12 /12 12 /12 12 /12 6/ 6 6/ 6
0.0 100.0 75.0 100.0 100.0 100.0 100.0 100.0
300 12 0 /12 12 /12 9 /12 12 /12 12 /12 12 /12 6/ 6 6/ 6
0.0 100.0 75.0 100.0 100.0 100.0 100.0 100.0
[¢] 12 0 /12 12 /12 6 /12 12 /12 12 /12 12 /12 6 /6 6/ 6
0.0 100.0 50.0 100.0 100.0 100.0 100.0 100.0
Female 30 12 0 /12 12 /12 5 /12 12 /12 12 /12 12 /12 6/ 6 6 /6
0.0 100.0 41.7 100.0 100.0 100.0 100.0 100.0
100 12 0 /12 12 /12 9 /12 12 /12 11 /12 12 /12 6/ 6 6 / 6
0.0 100.0 75.0 100.0 91.7 100.0 100.0 100.0
300 12 0 /12 12 /12 9 /12 12 /12 12 /12 12 /12 6 /6 6/ 6
0.0 100.0 75.0 100.0 100.0 100.0 100.0 100.0

Upper: Number of pups differentiated / Number of pups observed

Lower: %
a): Day after birth

No significant difference from control group in any treated groups.
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Table 5 Functional examination of new born rats administered orally with Phenol, p-(qa, ¢-dimethylbenzyl) for 18 days
Sex Dose No. of Pupillary Corneal Righting Air righting Preyer's
mg/keg animals reflex reflex reflex reflex reflex
0 12 12 /12 12 /12 12 /12 12 /12 12 /12
100.0 100.0 100.0 100.0 100.0
Male 30 12 12 /12 12 /12 12 /12 12 /12 12 /12
100.0 100.0 100.0 100.0 100.0
100 12 12 /12 12 /12 12 /12 12 /12 12 /12
100.0 100.0 100.0 100.0 100.0
300 12 12 /12 12 /12 12 /12 12 /12 12 /12
100.0 100.0 100.0 100.0 100.0
0 12 12 /12 12 /12 12 /12 12 /12 12 /12
100.0 100.0 100.0 1006.0 100.0
Female 30 12 12 /12 12 /12 12 /12 12 /12 12 /12
100.0 100.0 100.0 100.0 100.0
100 12 12 /12 12 /12 12 /12 12 /712 12 /12
100.0 100.0 100.0 100.0 100.0
300 12 12 /12 1z /12 12 /12 12 /12 12 /12
100.0 100.0 100.0 100.0 100.0

Upper: Number of pups with normal response / Number of pups examined
Lower:. %
No significant difference from control group in any treated groups.
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Table 6-1 Urinalysis of new born rats administered orally with Phenol, p-{ @, g¢-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

1) 2) 3)
pH Protein Ketone body Glucose
Sex Dose No.
mg/kg 5.0 5.5 6.0 6.5 7.0 7.5 8.0 8.5 9.0 B I T — 4=+ e+ A+ 4 J R T U A,
0 6 0 0 0 0 1] 0 3 2 1 o 0 5 1 0 0 6 0 0 O O 0 6 0 0 0 O 0
Male 30 ) 0 0 0 0 0 0 3 3 0 1 0 3 2 0 0 6 0 0 0 0 0 5 1 0 0 0 0
100 6 0 0 0 0 0 0 ] 5 0 0O 0 5 1 0 ¢} 6 0 0 0 0 0 6 0 0 0 O 4]
300 6 1] 4] [4] [¢] 0 1 4 1 0 0 3 3 0 0 0 6 0 0 0 O 0 6 0 0 0 O 0
0 6 [¢] 0 0 0 1 1 1 3 0 2 3 1 0 0 0 6 0 0 0 O 0 5 1 0 0 0 0
Female 30 6 Q 0 Q0 0 2 1 3 0 0 2 3 1 0 0 0 6 0 0 0 Q0 0 6 0 0 0 O O
100 6 0 0 1 1 1 0 1 2 0 2 3 0 1 0 9] 5 0 1 0 0 0 6 0 0 0 O 0
300 6 ¢ 0 0 2 1 0 3 0 0 12 2 1 0 0 6 0 0 0 O 0 6 0 0 O 0 0
1) - : 0 - 5 mg/dL +- 1 10 - 20 mg/dL + : 30 - 70 mg/dL ++ 1 100 - 200 mg/dL +++ 1 250 - 400 mg/dL ++++ 1 >400 mg/dL
2) - : 0 mg/dL +- : 5 mg/dL + 1 10 - 20 mg/dL ++ : 30 - 45 mg/dL +++ : 80 - 80 mg/dL ++++ : >80 mg/dL
3) - : 0 - 10 mg/dL +- : 30 - 50 mg/dL + : 70 - 100 mg/dL ++ 1 150 - 200 mg/dL +++ 1 300 - 500 mg/dL ++++ : 21000 mg/dL

No significant difference in any treated groups from control group.
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Table 6-2 Urinalysis of new born rats administered orally with Phenol, p-{ @, g-dimethylbenzyl] for 18 days
and followed by a recovery period for 9 weeks
4) 5) 6) 7)
Occult blood Bilirubin Urobilinogen Color
Sex Dose No.
mg/kg - +- oAt - ¥ R R +— + 4+t A+ LY Y DY
0 6 6 0 0 0 0 6 0 0 06 0O a 6 0 0 0 0 6 0
Male 30 6 4 0 0 0 0 6 0 0 0 0 0 6 0 0 0 0 6 0
100 6 4 1 1 0 0 6 0 O ¢ O Q 6 0 0 0 0 6 0
300 6 6 0 0 0 © 6 0 0 0 O 0 6 0 O 0 0 6 0
0 [¢] 6 0 0 0 O 6 0 0 0 O 0 6 0 O 0 0O 6 0
Female 30 6 6 0 0 0 0 6 0 0 0 O 0 6 0 O 0 0O 6 0
100 5] 6 0 0 0 ¢ 6 0 0 0 0 4] 5 1 0 0 0 6 0
300 8 3 1 0 1 1 6 0 0 0 0 0 6 0 O 0 0 6 0O
4) - 0 mg/dL +- 0.03 mg/dL + 0.06 - 0.1 mg/dL  ++ 0.2 - 0.5 mg/dL bt 21.0 mg/dL
5) - 0 mg/dL +- 0.2 mg/dL + 0.5 - 1.0 mg/dL ++ 2.0 - 4.0 mg/dL et 6.0 - 10.0 mg/dL ++++ : >10.0 mg/dL
G) +- : 0.2 - 1.0 mg/dL + 2.0 - 3.0 mg/dL  ++ : 4.0 - 6.0 mg/dL +++ 8.0 - 12.0 mg/dL ++++ >12.0 mg/dL
7) LY : Light yellow Y Yellow DY : Dark yellow

No significant difference in

any treated groups from

control group.



B-4313

Table 6-3 Urinalysis of new born rats administered orally with Phenol, p-( @, g-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

URINE SEDIMENT

CRYSTALLIZATION
RBC WBC SEC SREC Cast PS co
Sex Dose No.
mg/kg‘ - 4= + o+ttt - 4 4+ 4+ +++ - +- + o+ +++ - +- + o+ A+ - +- + - +- + 4+ +++ - - + ++ +++
0 6 6 0 0 0 0 6 0 0 0 0 0 6 0 0 O 6 0 0 0 O 6 0 O o 4 1 1 0 6 0 0 0 O
Male 30 6 6 0 0 0 O 6 0 0 0 O 0 6 0 0 0 6 0 0 0 O 6 0 O 2 2 2 0 O 6 0 0 0 O
100 6 6 0 0 0 O 6 0 0 0 0 0O 6 0 0 0 6 0 0 0 O 6 0 O 13 1 1 0 6 0 0 0 0
300 6 6 0 0 0 O 6 0 0 0 0 0 6 0 O O 4 2 0 0 0 6 0 0 5 1 0 0 O» 6 0 0 0 O
0 6 6 0 0 0 0 6 0 0 0 O 0O 6 0 0 O 8 0 0 0 0 6 0 0 4 2 0 0 O 6 0 0 0 O
Female 30 6 6 0 0 0 O 6 0 0 0 ¢ 0O 6 0 0 0 6 0 0 0 0 86 6 O 2 4 0 0 0 6 0 0O 0 O
100 6 6 0 0 0 O 6 0 0 0 0 0 6 0 0 O 6 0 0 0 O 6 0 0 3 3 0 0 O 6 0 0 0 0
300 6 4 2 0 0 O 65 0 0 0 0 0O 6 0 0 0 6 0 0 0 0 6 0 0 5 1 0 0 0 6 0 0 0 O
SEC : Squamous Epithelial Cell - : Negative
SREC : Small Round Epithelial Cell +- : Slight
PS : Phosphate Salts + ¢ Mild
Cco : Calcium Oxalate ++ : Moderate

+++ : Severe
Signiticantly different from control group (#:p<0.05)



B-4313

Table 6-4 Urinalysis of new born rats administered orally with Phenol, p-(q, a~dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Crine Osmolality

Sex Dose No. volume
mg/kg mL/24hrs mOsm/kg
0 6 Mean 13.2 1922
S.D. 4.4 291
Male 30 6 Mean 12.9 21186
S.D. 5.3 306
100 8 Mean 12.7 2072
S.D. 4.5 316
300 6 Mean 23.0#» 1233#»
§.D. 5.9 230
0 6 Mean 12.2 1511
S.D. 6.8 347
Female 30 6 Mean 9.5 1699
S.D. 5.0 246
100 8 Mean 10.7 1808
5.D. 5.9 847
300 6 Mean 11.4 1196
S.Nn. 5.7 284

Significantly different from control group (#=:p<0.01)



B-4313

Table 7-1 Hematological findings of new born rats administered orally with Phenol, p-( @, q@-dimethylbenzyl) for 18 days
RBC Hb Ht MCV MCH MCHC Reticu- Plate-
Sex Dose No. locyte let
mg/ke ¥10%mL g/dL % fL pg % % K10YuL
0 6 Mean 471 9.8 30 83.5 20.4 32.1 20.6 98.2
S.D. 14 0.4 1 2.5 1.1 0.5 2.4 6.1
Male 30 [ Mean 474 9.4 29 62.0 19.8 31.9 17.8 99.1
S.D. 11 0.4 2 2.5 0.7 0.3 1.5 5.1
100 6 Mean 477 9.8 30 63.9 20.6 32.8 20.2 102.1
S.D. 20 0.6 2 3.5 1.3 0.5 1.9 5.3
300 6 Mean 471 9.5 30 62.8 20.2 32.1 22.6 104.7
5.D. 24 0.4 1 1.3 0.6 0.4 2.0 6.7
0 6 Mean 482 9.5 30 62.1 19.8 31.8 19.6 101.1
S.D. 39 0.4 2 3.6 1.5 0.7 2.4 9.6
Female 30 6 Mean 479 9.4 30 62.2 19.8 31.8 20.2 105.4
S.D. 16 0.5 1 2.0 0.9 0.6 3.2 6.7
100 6 Mean 513 10.0 31 61.2 19.5 31.9 21.8 103.9
S.D. 13 0.7 2 3.3 1.2 0.4 3.0 7.5
300 6 Mean 478 9.5 30 62.6 20.0 32.0 20.7 106.1
S.D. 31 0.3 1 3.5 1.4 0.5 2.2 7.3
No significant difference in any treated groups from control group.



B-4313

Table 7-2 Hematotogical findings of new born rats administered orally with Phenol, p-{ @, @-dimethylbenzyl) for 18 days
WBC Differential leukocyte counts (%)
Sex Dose No. R
mg/kg X107 KL Lymph. Stab Seg. Eosino. Baso. Mono. Others
0 6 Mean 31 89.4 0.1 10.3 0.2 0.0 0.1 0.0
S.D. 8 2.8 0.2 3.0 0.3 0.0 0.2 0.0
Male 30 6 Mean 31 88.8 0.3 10.3 0.4 0.0 0.3 0.0
S.D. 11 4.8 0.3 4.7 0.4 0.0 0.3 0.0
100 6 Mean 32 90.8 0.1 8.8 0.2 0.0 0.1 0.0
S.D. 9 3.7 0.2 3.4 0.3 0.0 0.2 0.0
300 [:] Mean 30 87.8 0.1 12.0 0.0 0.0 0.2 0.0
S.D. 12 8.4 0.2 8.3 0.0 0.0 0.3 0.0
0 6 Mean 36 94.3 0.2 5.5 0.0 0.0 0.1 0.0
S.D. 4 2.3 0.3 2.1 0.0 0.0 0.2 0.0
Female 30 6 Mean 41 94.2 0.2 5.6 0.0 0.0 0.1 0.0
S.D. 20 1.4 0.4 1.2 0.0 0.0 0.2 0.0
100 6 Mean 39 94.9 0.1 5.0 0.0 0.0 0.0 0.0
S.D. 7 3.0 0.2 2.9 0.0 0.0 0.0 0.0
300 6 Mean 35 g1.2 0.1 8.5 0.1 0.0 0.2 0
S.D. 7 7.2 0.2 7.3 0.2 0.0 0.3 0.0

No significant difference in any treated groups from control group.



Table 7-3 Hematological findings of new born rats administered orally with Phenol, p-{¢q@, q-dimethylbenzyl) for 18 days
and followed by a recovery pericd for 9 weeks
RBC Hb Ht MCV MCH MCHC Reticu- Plate- PT APTT
Sex Dose No. locyte let
mg/kg X107 AL g/dL % fL pg % % X10¥mML s s
0 6 Mean 819 16.1 47 57.9 19.7 34.0 1.4 85.1 13.4 17.8
S.D. 33 0.5 2 1.9 0.6 0.5 0.3 8.2 1.4 1.6
Male 30 6 Mean 833 16.2 48 57.3 19.5 34.0 1.7 395.6 13.5 17.9
S.D. 29 0.4 1 1.0 0.5 0.5 .5 6.7 0.4 1.1
100 6 Mean 823 16.0 47 57.1 19.4 34.0 1.6 91.3 14.1 17.5
S.D. 34 0.3 2 2.0 0.5 0.7 0.2 6.9 1.2 2.6
300 6 Mean 815 16.1 47 58.2 19.8 34.0 1.8 83.7 13.6 17.4
S.D. 37 0.4 1 1.9 c.6 0.3 0.4 7.8 0.5 0.9
0 6 Mean 762 15.3 44 57.3 20.1 35.1 1.6 91.3 11.8 15.2
S.D. 31 0.9 2 1.7 0.5 0.8 0.3 7.9 1.3 2.4
Female 30 [$] Mean 752 15.0 43 57.1 19.9 34.9 1.8 84.9 11.3 13.1
S.D. 23 0.4 1 1.1 0.3 0.4 0.4 7.0 0.5 1.1
100 6 Mean 779 15.5 44 56.8 19.9 35.1 1.7 95.0 11.5 13.5
S.D. 16 0.7 3 2.2 0.6 0.6 0.3 7.6 0.6 2.
300 6 Mean 738 14.7 42 56.5 20.0 35.3 1.6 85.7 10.5 14.1
S.D. 36 0.4 2 0.6 0.6 0.7 0.2 5.7 0.9 1.5
No significant difference in any treated groups from control group.



B-4313

Table 7-4 Hematological findings of new born rats administered orally with Phenol, p-( @, c«-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

WBC Differential leukocyte counts (%)
Sex Dose No.
ng/kg X10%#L  Lymph. Stab Seg. Eosino. Baso. Mono. Others
0 6 Mean 85 91.0 0.1 8.1 0.5 0.0 0.3 0.0
S.D. 22 4.2 0.2 3.9 0.3 0.0 0.4 0.0
Male 30 6 Mean 86 91.0 0.0 7.9 0.9 0.0 0.2 0.0
S.D. 22 4.1 0.0 3.8 0.6 0.0 0.3 0.0
100 6 Mean 102 87.8 0.2 11.5 0.4 0.0 0.2 0.0
S.D. 38 4.8 0.4 4.2 0.4 0.0 0.3 0.0
300 6 Mean 1086 91.8 0.2 7.7 0.1 0.0 0.3 0.0
S.D. 18 3.7 0.3 3.5 0.2 0.0 0.4 0.0
0 6 Mean 69 87.3 0.0 11 4] 0.0 0.4 0.0
S.D. 22 2.3 0.0 2.1 0.6 0.0 0.5 0.0
Female 30 6 Mean 66 85.4 0.3 13.3 0.8 0.0 0.3 0.0
S.D. 13 5.0 0.4 4.5 1.1 0.0 0.3 0.0
100 6 Mean 87 88.4 0.0 10.9 0.4 0.0 0.3 0.0
S.D. 15 5.0 0.0 5.3 0.7 C.0 0.3 0.0
300 6 Mean 59 89.2 0.1 10.1 0.5 0.0 0.2 0.0
S.D. 12 5.5 Gg.2 5.0 0.4 0.0 0.3 0.0

No significant difference in any treated groups from control group.



B-4313

Table 8-1 Blood chemical findings of new born rats administered orally with Phenol, p-(a, a-dimethylbenzyl) for 18 days

GOT GPT LDH AlP v —GTP TP Albumin A/G T.cho TG PL
Sex Dose No.

mg/kg 1U/L 1U/L IU/1. 1U/L IU/L g/dL g/dL mg/dL mg/dL mg/dl.
0 6 Mean 86 38 60 673 2.0 4.8 3 1.70 83 108 142
S.D. 18 5 15 1086 0.2 0.3 0.1 0.11 8 25 8
Male 30 6 Mean 90 42 61 684 2.0 4.8 3.0 1.67 82 91 126
S.D. 16 4 9 40 0.1 0.1 0.1 0.14 9 23 9
100 ¢] Mcan 81 40 70 662 1.9 4.7 3.0 1.77 77 78 124
S.D. 14 §] 7 68 0.3 0.2 0.1 0.18 14 14 20
300 6 Mean 77 40 62 639 1.8 5.0 3.1 1.70 95 117 150
S5.D. 4 3 12 108 0.2 0.2 0.1 Q.15 16 47 20
¢} 6 Mean 80 31 59 613 1.9 5.2 3.2 1.54 87 88 139
S.D. 13 5 7 88 0.3 0.2 0.1 0.19 14 14 14
Female 30 6 Mean 87 33 54 6355 2.2 5.0 3.1 1.58 87 86 137
S.D. 10 7 5 31 0.4 0.2 0.2 .16 11 10 11
100 6 Mean 81 31 54 6359 1.9 5.2 3.2 1.62 33 95 142
S.D. 13 3 6 112 0.6 0.2 0.2 0.21 13 40 18
300 6 Mean 87 33 49 613 1.9 5.3 3.3 1.58 98 75 149
S.D. 13 4 6 148 0.4 0.2 0.3 0.26 16 26 17

Significantly different from control group (#:p<0.05)



B-4313

Table 8-2 Blood chemical findings of new born rats administered orally with Phenol, p-{a, «a-dimethylbenzyl) for 18 days
T.bili- Glucose BUN Crea- Na K Cl Ca P
Sex Dose No. rubin tinine
mg/Kg mg/dL mg/dL mg/dL ng/dL mmol /L mmol /L mmoL/L mg/dL mg/dlL
0 6 Mean 0.17 121 6 0.46 137 3.9 108 10.2 8.7
S.D. 0.03 10 2 0.03 1 0.3 1 0.3 0.2
Male 30 6 Mean 0.18 124 5 0.46 137 3.8 108 10.2 8.6
S.Db. 0.02 8 2 0.02 1 0.2 1 0.1 0.6
100 ] Mean 0.17 121 6 0.46 138 3.7 108 10.1 8.5
S.D. 0.01 4 1 0.05 1 0.3 2 0.2 0.3
300 6 Mean 0.19 9O % x 7 0.51 138 3.6 107 10.3 9.3
S.D. 0.03 15 2 0.04 1 0.2 1 0.3 0.5
0 6 Mean 0.16 131 9 0.48 137 4.1 108 10.5 9.1
5.D. 0.03 5 2 0.04 1 0.3 1 0.1 0.3
Female 30 6 Mean 0.16 133 9 0.47 137 4.0 108 10.4 8.9
S.D. 0.02 21 2 0.02 1 0. 2 0.2 0
100 6 Mean 0.18 123 8 0.52 138 3.9 108 10.5 9.0
S.D. 0.04 28 2 0.04 1 0.2 1 0.2 0.3
300 6 Mean 0.17 114 12+ 0.51 137 3.T» 107 10.6 9.0
S.D. 0.04 31 2 0.03 1 0.3 1 0.2 0.3

Significantly different from control group (#:p<0.05, ##»:p<0.01)



B-4313

Table 8-3 Blood chemical findings of new born rats administered orally with Phenol, p-{ a, a-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

GOT GPT LLDH AlP r —GTP TP Albumin A/G T.cho TG PL
Sex Dose No.
mg/kg IU/L 10/L IU/L IU/L IU/L g/dL g/dL mg/dL mg/dL mg/dL
0 6 Mean 50 30 32 251 2.4 7.2 3.9 1.15 64 77 100
S.D. 5 2 7 21 0.6 0.2 0.2 0.086 7 23 11
Male 30 [§] Mean 51 32 28 245 2.5 7.3 3.8 1.12 66 94 104
S.D. 6 7 b 58 .5 0.3 0.2 0.15 15 40 25
100 6 Mean 57 33 27 264 2.1 7.2 3.8 1.12 65 87 106
S.D. 8 3 7 28 0.6 0.1 0.1 0.08 10 18 9
300 6 Mean 54 30 22 255 1.9 7.1 3.8 1.16 70 113 113
S.D. 8 8 10 27 0.4 0.3 0.2 0.07 9 61 18
0 6 Mean 45 29 33 147 2.3 7.5 4.0 1.12 79 49 141
S.D 4 T 21 32 0.8 0.6 0.4 0.06 12 19 25
Female 30 6 Mean 51 27 24 172 2.1 7.3 3.9 1.15 75 39 130
S.D 6 6 9 18 0.8 0.3 0.2 0.10 12 6 19
100 6 Mean 53 27 20 145 1.9 8 4.0 1.05 98 45 160
S.D. 7 5 5 39 0.7 0.5 0.2 0.05 10 14 19
300 6 Mean 49 33 23 121 1.4 8.2 4.5 1.23 116 58 199+
S.D. 9 9 10 21 0.8 0.5 0.3 0.11 36 23 55

Significantly different from control group (#:p<0.05)



B-4313

Table 8-4 Blood chemical findings of new born rats administered orally with Phenol, p-{ @, a-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

T.bili- Glucose BUN Crea- Na K Cc1 Ca P
Sex Dose No. rubin tinine
mg/kg mg/dL mg/dL mg/dL mg/dL mmol/L mmol /L mmol/L mg/dL mg/dlL.
[ 6 Mean 0.07 152 14 0.66 145 3.5 109 10.4 7.9
S.D. 0.01 10 1 0.08 1 0.2 1 0.2 0.3
Male 30 6 Mean 0.07 141 15 0.60 143 3.6 108 10.4 7.8
S.D. 0.01 8 2 0.04 1 0.1 2 0.3 0.5
100 6 Mcan 0.08 139 16 0.65 144 3.5 108 10.5 7.9
S.D. 0.02 7 3 0.07 1 0.3 1 0.2 0.5
300 6 Mean 0.07 150 16 0.63 143 3.8 108 10.1 8.1
S.D. 0.02 18 1 0.11 1 0.3 1 c.6 0.4
0 6 Mean 0.07 120 15 0.61 142 3.6 110 10.1 7.5
S.D. 0.02 7 2 0.07 1 0.4 2 0.3 1.3
Female 30 G Mean 0.06 122 15 0.60 142 3.5 111 10.0 7.0
S.D. 0.01 10 2 0.04 1 0.1 2 0.2 0.6
100 6 Mean 0.08 126 16 0.59 142 3.7 110 10.2 6.8
S.D. 0.04 8 1 0.03 2 0.2 1 0.3 0.6
300 6 Mean 0.08 133 18# 0.60 144 3.6 110 10.6= 7.1
S.D. 0.02 10 3 0.05 2 0.2 3 0.4 1.0

Significantly different from control group (=:p<0.05)



B-4313

Table 9-1 Absolute and relative organ weights of new born male rats administered orally with Phenol, p-( g, ¢-dimethylbenzyl) for 18 days
Body weight Brain Pitultary Thyroid Thymus Heart Lung Liver
Dose (R+L)
ng/kg g g(g/100g BW) mg(mg/100g BW) mg(mg/100g BY) mg(mg/100g BYW) g(g/100g BW) £{g/100g BW) g(g/100g BW)
0 No. 6 6 6 6 6 6 6 6
Mean 58.5 1.56 3.1 9.2 204 0.30 0.43 1.67
S.D. 2.8 0.05 0.6 1.2 25 0.03 0.03 0.07
Absolute 30 No. 6 6 6 6 6 6 6 6
Mean 56.4 1.57 2.9 6.0 201 0.30 0.44 1.66
S.D. 4.3 0.08 0.5 1.7 40 0.03 0.04 0.19
100 No. [§] 6 6 8 6 6 6 6
Mean 56.7 1.57 2.5 6.4 211 0.30 0.44 1.85
S.D. 3.3 0.05 0.4 1.1 31 0.01 0.02 0.07
300 No. 6 6 6 6 6 6 6 6
Mean 56.0 1.54 3.0 6.9 198 0.29 0.41 1.68
S.D. 2.2 0.03 0.8 2.1 26 0.02 4.03 0.08
0 No. 6 ] 6 [§] 6 6 6
Mean 2.68 5.3 9.0 350 .50 0.74 2.85
S.D. 0.14 1.2 2.4 46 0.03 0.02 0.06
Relative 30 No. [ 5} 6 6 6 6 6
Mean 2.79 5.2 10.8 354 0.53 0.77 2.94
S.D. 0.26 1.0 3.3 49 0.03 0.03 0.11
100 No. 6 6 6 6 6 6 6
Mean 2.77 4.5 11.3 372 0.53 0.77 2.91
S.D. 0.13 0.9 1.6 38 0.04 0.04 0.11
300 No. 8 8 6 6 [ 8 6
Mean 2.75 5.3 12.3 354 0.52 0.73 3.01
S.D. 0.14 1.6 3.4 45 0.03 0.05 0.22

No significant difference in any treated groups from control group.



B-4313

Table 9-2 Absolute and relative organ weights of new born male rats administered orally with Phenol, p-( @, a-dimethylbenzyl) for 18 days
Spleen Kidney Adrenal Testis Epididymis
Dose (R+L) (R+L) (R+L) (R+L)
mg/kg g(g/100g BW) g(g/100g BW) mg(mg/100g BW) g(g/100g BW) mg(mg/100g BW)
0 No. 6 6 8 6 6
Mean 0.25 0.60 16 0.31 47
S.D. 0.05 0.05 2 0.02 b
Absolute 30 No. 6 6 6 6 6
Mean 0.23 .62 15 0.31 48
S.D. 0.04 0.04 3 0.03 7
100 No. 6 6 6 6 6
Mean 0.22 0.60 15 0.29 51
S.D. 0.03 0.06 3 0.02 9
300 No. 6 6 6 6 6
Mean 0.21 1.43%s 14 0.263= 48
S.D. 0.01 0.41 2 0.01 7
0 No. 6 6 6 6 6
Mean 0.43 1.03 28 0.53 80
S.D. 0.09 0.08 5 0.03
Relative 30 No. 6 6 6 6 6
Mean 0.41 1.09 27 0.35 85
S.D. 0.06 0.05 5 0.03 9
100 No. 6 6 6 6 6
Mean 0.39 1.07 27 0.52 90
S.D. 0.05 0.11 6 0.05 20
300 No. 6 [ 6 6 6
Mean 0.37 2.508% 24 0.47# 85
S.D. 0.03 0.74 4 0.03 13

Significantly different from control group (#*:p<0.05, ##:p<0.01)



B-4313

Table 9-3 Absolute and relative organ weights of new bhorn female rats administered orally with Phenol, p-(a, @a-dimethylbenzyl) for 18 days
Body weight Brain Pituitary Thyroid Thymus Heart Lung Liver
Dose (R+L)
mg/ke g g(g/100g BY) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) g(g/100g BW) g{g/100g B¥) g{g/100g BW)
0 No. 6 6 € 6 6 6 6 6
Mean 53.8 1.50 2.8 7.0 220 0.28 0.40 1.60
S.D. 3.4 0.05 0.7 2.6 47 0.02 0.04 0.12
Absolute 30 No. 6 8 6 6 6 6 6 6
Mean 52.1 1.47 2.5 5.4 216 0.27 0.40 1.61
S.D. 3.8 0.04 0.4 0.9 31 0.02 0.02 0.26
100 No. 6 6 6 6 8 6 6 6
Mean 53.7 1.48 2.9 5.6 218 0.28 0.40 1.62
S.D. 3.6 0.05 0.6 2 25 0.02 0.03 0.23
300 No. 6 [ 6 6 6 6 6 [
Mean 50.3 1.44 2.9 6.0 173 0.27 0.37 1.62
S.D. 4.6 0.03 0.8 1.0 33 0.03 0.01 0.27
0 Nag. 6 6 6 [} 6 6 6
Mean 2.80 5.1 12.9 408 0.52 0.74 2.97
S.D. 0.20 1.2 4.4 75 0.02 0.04 0.09
Relative 30 No. 8 [ [ 6 6 [ 6
Mean 2.83 4.9 10.3 415 0.52 0.77 3.08
S.D. 0.21 0.8 1.4 50 .03 0.04 0.33
100 No. 6 [ 6 8 6 6 6
Mean 2.76 5.3 10.4 406 0.51 0.74 3.01
S.D. 0.17 1.2 1.6 24 0.02 0.04 0.22
300 No. 6 6 6 6 [§] 6 6
Mean 2.89 5.8 12.0 343 0.54 0.74 3.21
S.D. 0.27 1.6 2.0 50 0.03 0.06 0.33

No significant differcnce in any treated groups from control group.



B-4313

Table 9-4 Absolute and relative organ weights of new born female rats administered orally with Phenol, p-( @, a-dimethylbenzyl) for 18 days
Spleen Kidney Adrenal Ovary Uterus
Dose (R+L) (R+L) (R+L)
ng/kg g(g/100g BW) g(g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg{mg/100g BW)
0 No. 6 <] 8 6 6
Mean 0.23 0.61 17 10.1 42
S.D. 0.04 0.03 1 1.7 8
Absolute 30 No. 6 6 6 [ 6
Vean 0.20 0.56 15 9.2 45
S.D. 0.03 0.03 2 1.4 8
100 Na. 6 6 6 6 6
Mean 0.22 0.60 16 7.4¢ 48
S.D. 0.04 0.04 2 1.1 8
300 No. 6 6 6 6 6
Mean Q.20 1.15 13+ 7.5 50
S.D. 0.04 0.59 2 2.1 7
1} No. 6 6 [} 6 6
Mean 0.42 1.13 31 18.7 79
S.D. 0.06 0.1 3 2.5 19
Relative 30 No. 6 6 6 6 6
Mean 0.38 1.07 30 17.7 87
S.D. 0.05 0.05 3 2.5 14
100 No. 6 6 6 6 6
Mean 0.40 1.11 30 13.9# 90
S.D. 0.06 0.10 2 2.5 16
300 No. 6 6 6 6 6
Mean 0.40 2.39» 26 14.8 101
S.D. 0.08 1.54 5 3.5 22

Significantly different from control group (#:p<0.05, ##:p<0.01)



B-4313

Table 9-5 Absolute and relative organ weights of new born male rats administered orally with Phenol, p-{ @, ¢-dimethylbenzyl) for 18 days
and followed by a rccovery period for 9 weeks

Body weight Brain Pituitary Thyroid Thymus Heart Lung Liver

Dose (R+L)
ng/kg g g(g/100g BW) ng{mg/100g B¥) ng(mg/100g BW) mg(mg/1008 BW) g(g/100g BW) g(g/100g BY) g(g/100g BW)
0 No. 8 6 6 6 6 6 6 6
Mean 490.7 2.07 13.2 15.5 469 1.48 1.45 14.08
S.D. 58.6 0.11 1.8 4.2 41 0.16 0.17 2.30
Absolute 30 No. 8 6 6 € 6 6 6 6
Mean 472.0 2,10 11.8 18.0 476 1.47 1.44 13.58
5.0 35.9 0.04 1.4 4.9 75 0.10 0.08 1.77
100 No. 6 6 6 6 6 6 6 6
Mean 481.3 2.09 13.1 19.0 444 1.43 1.42 13.86
S.D. 47.3 0.09 1.2 2.7 83 0.22 0.19 2.34
300 No 6 6 6 6 6 6 6 6
Mean 473.9 2.086 13.0 20.7 432 1.46 1.38 14.20
S.D. 61.2 0.05 1.6 3.7 48 0.22 0.15 2.52
0 No. 6 6 6 6 6 [ [
Mean 0.43 2.7 3.1 97 0.30 0.30 2.87
$.D. 0.05 0.4 0.6 13 0.02 0.02 0.29
Relative 30 No. 6 6 6 6 6 6 6
Mean 0.45 2.5 3.8 101 0.31 0.31 2.87
S.D. 0.03 0.1 1.1 12 0.02 0.02 0.21
100 Na. 6 6 6 6 6 6 6
Mean 0.44 2.7 4.0 93 0.30 0.30 2.86
S.D. 0.04 0.4 0.7 18 0.03 0.01 0.22
300 No. 6 6 6 [} 6 6 6
Mean 0.44 2.8 4. 4e 93 0.31 0.29 2.99
S.D. 0.06 0.2 0.7 18 0.01 0.01 0.20

Significantly different from control group (#:p<0.05)



B-4313

Table 9-6 Absolute and relative organ weights of new born male rats administered orally with [henol, p-{q, ¢-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Spleen Kidney Adrenal Testis Epididymis

Dose {R+L) (R+L) {R+L) (R+L)
ng/kg g{g/100g BW) glg/100g BW) mg(mg/100g BW) g{g/100g BW) mg(mg/100g BW)
0 No. 6 6 6 6 6
Mcan 0.82 3.08 69 3.39 1097

S.D. .12 0.33 17 0.36 121

Absolute 30 No. 6 [ 6 6 6
Mean 0.77 3.05 66 3.35 1073

S.D. 0.05 0.32 8 0.50 136

100 No. 6 6 6 6 6
Mean 0.79 3.08 69 3.46 1081

S.D. 0.15 0.38 15 0.22 76

300 No. 6 6 6 6 6
Mean 0.83 3.36 73 3.32 1083

§.D. 0.14 0.50 13 0.40 80

0 No. 6 6 6 6 6
Mean 0.17 0.63 14 0.70 225

S.D. 0.02 0.05 4 0.09 22

Relative 30 No. 6 6 [ 6 §
Mean 0.17 0.65 14 0.71 228

S.D. 0.01 0.08 1 0.12 32

100 No. 6 6 6 6 6
Mean 0.17 0.64 14 0.72 225

S.D. 0.02 0.05 2 0.04 10

300 No. 8 6 6 6 6
Mean 0.18 ¢.71 16 0.70 230

S.D. .01 0.04 3 0.02 16

No significant difference in any treated groups from control group.
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Table 9-7 Absolute and relative organ weights of new born female rats administered orally with Phenol, p-( @, g-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Body weight Brain Pituitary Thyroid Thymus Heart Lung Liver
Dose (R+L)

ng/kg g ¢g(g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) g(g/100g BW) g(g/100g BW) £(g/100g BW)

0 No. 6 6 6 6 8 8 6 €

Mean 257.7 1.96 13.9 15.2 420 0.85 1.01 6.85

S.D. 13.0 0.06 1.3 2.8 44 0.05 0.02 .49

Absclute 30 No. 6 [ 5 6 6 6 6 6

Mean 266.5 1.88 14.6 15.7 406 0.89 1.06 7.25

S.D 16.1 0.08 1.7 2.2 48 0.08 0.06 0.45

100 No. 6 [ 6 6 6 [3§ 6 6

Mean 267.0 1.96 12.6 16.0 379 0.89 1.03 6.89

§.D. 32.8 0.06 2.4 1.9 47 0.11 0.08 0.85

300 No. 6 6 6 [ 8 8 6 6

Mean 264.3 1.91 14.3 13.4 354 0.90 1.01 7.89

S.D. 38.9 0.03 1.8 2.9 58 0.11 0.09 1.52

0 No. 6 6 6 6 6 6 6

Mean 0.76 5.4 5.9 164 0.33 0.39 2.66

S.D. 0.04 0.3 1.0 21 0.02 0.02 0.17

Relative 30 No. 6 6 6 6 6 6 6

Mean 0.71 5.5 5.9 153 0.33 0.40 2.72

S.D 0.04 ki 0.9 17 0.04 0.02 0.08

100 No. 6 [} 6 6 6 6 8

Mean 0.74 4.8 6.0 143 0.33 0.39 2.58

S.D. 0.11 1.0 0.9 13 0.02 0.03 0.12

300 No. 6 6 6 6 [ 8 6
Mean 0.73 5.5 5.2 136 0.34 0.38 2.98%#

S.D. 0.09 0.8 1.6 28 0.01 0.02 0.24

Significantly different from control group (##:p<0.01)
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Table 9-8 Absolute and relative organ weights of new born female rats administered orally with Phenol, p-{ a. ¢-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Spleen Kidney Adrenal Qvary Uterus

Dose (R+L) (R+L) (R+L)
ng/kg g(g/100g BW) g(g/100g BW) mg(mg/100g BW) mg(mg/l00g BW) mg({mg/100g BW)
0 No. 6 6 8 6 8
Mean 0.54 1.82 66 69.2 445
S.D. 0.06 0.14 8 6.9 90
Absolute 30 No. 6 6 8 [ 6
Mean 0.53 1.89 €9 79.6 506
S.D. 0.04 0.14 9 7.4 117
100 No. 6 6 6 6 [
Mean 0.55 1.87 69 67.6 473
5.D. 0.13 0.14 9 12.3 7
300 No. 6 6 6 0 6
Mean 0.51 2.14+ 69 47.0%a 561
5.D. 0.03 0.25 12 14.3 54
0 No. 6 6 6 [ 6
Mean 0.21 0.71 26 26.9 174
S.D. 0.03 0.05 3 3.3 42
Relative 30 No. 6 6 6 8 6
Mean 0.20 ¢.71 26 29.9 191
S.D. 0.02 0.03 4 2.8 51
100 No. 6 6 6 6 6
Mean 0.20 0.71 26 25.4 181
S.D. 0.04 0.08 3 3.8 47
300 No. 6 6 6 6 6
Mean 0.20 0.82# 26 17.8%a 215
§.D. 0.02 0.10 4 4.6 30

Significantly different from control group (#:p<0.05, ##:p<0.01)
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Table 10-1 Gross pathological findings of new born rats administered aorally with Phenol, p-(a, a-dimethylbenzyl) for 18 days
Sex Organs Dose (mg/kg) 0 30 100 300

Findings No. of animals G [ 6 6
Malc Kidrney

Dilatation, pelvis {(unilatcral) 0 0 1 0

Large (bilateral) 0 0 0 6

Female Kidney
Dilatation, pelvis (unilateral) 1 o}
Large (bilateral) 0 0

o=
@
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Table 10-2 Gross pathological findings of new born rats administercd orally with Phenol, p-{ a, @-dimethylbenzyl) for 18 days
and followed by a recovery periocd for 9 weeks
Sex Organs Dose (mg/kg) 0 30 100 300
Findings No. of animals 6 6 6 [5]
Male Kidney
Dilalation, pelvis (uni- or bilateral) 1 0 0 1
Large (bilateral) 0 0 0 1
Rough, surface (unilateral) 0 0 0 3
Small intestine
Diverticulum, ileum 0 0 0 1
Female Kidney
Rough, surface (bilateral) 0 0 0 1
Focus, depressed (unilateral) 1 0 0 0
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Table 11-1 Histopathological findings of new born male rats administered orally with Phenol, p-{ @, ¢ -dimcthylbenzyl) for 18 days
Organs Dose (mg/kg) 0 30 100 300

No. of animals 6 6 6 8
-findings Grade 0 1 2 3 P Obs TE 01 2 3 P 0Obs TE 01 2 3 P 0Obs TE 0 1 2 3 P 0Obs TE
Kidney '
-cystic dilatation, renal tubule, outer medulla 6 6 6 8 5 1 1 6 3 3 Ges €
-dilatation, papillary duct 6 5 6 6 6 6 4 1 1 Ges G
-retention, cell debris, renal tubule 6 6 [ [ 8 6 1 3 2 Ssx 6
-cell infiltration, neutrophil, interstitium 8 6 6 6 6 [§ 3 3 3 6
-basophilic tubule 6 6 5 1 1 6 3 3 3 5 6 Ben 6
-dilatation, pelvis 6 6 6 6 3 1 1 6 ] 6
0 : No remarkable changes 1 : Slight 2 : Mild 3 : Moderate

P : Present (uscd when grading ol severity was not done, such as casc in the neoplastic lesion)
Obs : Observed number

TE : Total Examined

Significantly different from control group {(s+#:p<0.01)
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Table 11-2 Histopathological findings of new born female rats administered orally with Phenol, p-( ¢, a-dimethylbenzvl) for 18 days
Organs Dose (mg/kg) 0 30 100 300
No. of animals 6 6 6 6

~-findings Grade 0 1 2 3 P 0bs TE ¢ 1 2 3 P Obs TE 0 1 2 3 P Obs TE 0 3 P 0Obs TE
Kidney

-cystic dilatation, renal tubule, outer medulla 6 (] [ 6 4 2 2 6 1 Bas 6
-dilatation, papillary duct 8 6 8 [ 8 6 1 Gex B
-retention, cell debris, renal tubule 6 6 6 6 6 6 5 1 6
-cell infiltration, neutrophil, interstitium 6 6 [ 6 6 6 5 1 8
-basophilic tubule 6 6 6 (] 5 1 1 6 Bxe 8
-cell infiltration, inflammatory, pelvic mucosa 5 1 1 6 8 [§ 6 6 6 [
-dilatation, pelvis 5 1 1 6 6 6 5 1 6 6 8
-cyst 5 1 1 (] 6 6 6 6 6 6
Ovary

-increascd number, atretic follicle 6 6 8 [ 6 6 3 3 6
0 : No remarkable changes 1 Slight 2 Mild 3 : Moderate

P : Present (used when grading ol severity was not done, such as case in the neoplastic lesion)

Obs : Observed number
TE : Total Examined

Significantly different from control group (#+:p<0.01)



B-4313

Table 11-3 Histopathological findings of new born female rats administered orally with Phenol, p-( o . @ -dimethylbenzyl) for 18 days
Organs Dose (mg/kg) 0 300

No. of animals 6 6
~findings Grade 0 1 2 3 P 0bs TE 0 1 2 3 P Obs TE

Urinary bladder
-cell infiltration, inflammatory, mucosa 5 1 1 6

(=1}
[
-
<

0 : No rcmarkable changes 1 : Slight 2 : Mild 3 : Moderate

P : Present (used when grading of severity was not done, such as case in the neoplastic lesion)
Obs : Observed number

TE : Total Examined

No significant difference between treated group and control group.
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Table 11-4 Histopathological findings of new born male rats administered orally with Phenol, p-( o, o -dimethylbenzyl) tor 18 days
and followed by a recovery period for 9 weeks

Organs Dose (mg/kg) 0 30 100 300
No. of animals 6 6 6 [§

-findings Crade 0 1 2 3 P 0Obs TE 01 2 3 P Obs TE 0 1 2 3 P 0Obs TE 0 1 2 3 P 0bs TE
Kidney

-cystic difatation, renal tubule, outer medulla 3 3 6 6 4 2 2 6 4 2 2 6
-dilatation, papillary duct 6 6 6 6 8 8 4 1 1 Grs 6
~cell infiltration, lymphocyte, interstitium 6 6 6 6 [§ 5 4 2 Gee 6
-basophilic tubule 6 6 6 6 5 1 1 5 4 2 Gan 6
-fibrosis, focal 6 6 6 (] [§ 6 5 1 [T
-accumulation, loam cell, fibrosis lesion/renal

tubule 6 6 6 6 6 8 5 1 1 6
-cast, hyaline 6 6 6 6 6 [ 5 1 1 6
-dilatation, pelvis 5 1 1 6 5 1 1 [§] 6 6 5 1 1 6
0 : No remarkable changes 1 : Slight 2 : Mild 3 : Moderate

P : Present (used when grading of severity was not done, such as case in the necoplastic lesion)
Obs : Observed number

TE : Total Examined

Significantly different from control group (##:p<0.01)
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Table 11-5 Histopathological findings of new born male rats administered orally with Phenol, p-{ &, @ -dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Organs Dose (mg/kg) 0 300
No. of animals 6 6

-findings Grade 0 1 2 3 P O0Obs TE 0 1 2 3 P Obs TE
Heart

-cell infiltration, inflammatory, interstitium 5 1 1 [ 6 6
Lung (Bronchus)

-cell infiltration, inflammatory, perivascular 6 6 5 1 1 6
Tieum

~diverticulum 6 6 5 1 1 6
Liver

-microgranuloma [§} 6 5 1 1 6
Pancreas

-cell infiltration, inflammatory, interstitium 5 1 1 6 5 1 1 6
Prostate

-cell infiltration, mononuclear, interstitium 5 1 1 6 4 2 2 6
0 : No remarkable changes 1 : Slight 2 : Miid 3 : Moderate

P : Present (used when grading of severity was not done, such as case in the neoplastic lesion)
Obs : Observed number

TE : Total Examined

No significant difference between treated group and control group.
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Table 11-86 Histopathological findings of new born female rats administered orally with Phenol, p-{ a, o -dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Organs Dose (mg/kg) 0 30 100 300
No. of animals 8 5 53 6

-findings Grade 0 1 2 3 P 0Obs TE 0 1 2 3 P Obs TE 0 1 2 3 p Obs TE 0 1 2 3 P Obs TE
Kidney

-cystic dilatation, remal tubule, outer medulla 6 6 8 8 [ 6 4 2 2 6
-dilatation, papillary duct 6 6 6 6 6 6 3 1 2 Gae B
-cell infiltration, lymphocyte, interstitium 5 1 1 6 8 6 6 6 1 5 5% B
-basophilic tubule 6 6 6 6 [} 6 5 1 1 6
-fibrosis, focal 6 6 6 6 6 6 5 1 1 6
-accumulation, foam cell, fibrosis lesion/renal

tubule 6 6 6 6 6 6 5 1 1 6

-cast, hyaline 6 6 6 6 6 6 1 1 6
Ovary

-decreased number, corpus luteum 6 6 6 6 6 6 1 3 2 5% 6

-increased number, atretic follicle i 6 6 6 [ [ 2 1 3 4% 6

-ovarian cyst 5 1 1 4] 6 6 5 1 1 6 3 2 1 3 6
Uterus

-hypertrophy, endometrial epithelium 6 6 8 6 6 6 1 4 1 Hxe 6
Vagina

~-thickening, mucosal epithelium [ 6 8 6 6 6 3 3 3 6
0 : No remarkable changes 1 : Slight 2 : Mild 3 : Moderate

P : Present (used when grading of severity was not done, such as case in the neoplastic lesion)
Obs : Observed number

TE : Total Examined

Significantly different from control group (#:p<0.05, #+:p<0.01)



Table 11-7 Histopathological findings of new born female rats administered orally with Phenol, p-( a, @ -dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

B-4313

Organs Dose (mg/kg) 0 300
No. of animals 6 6

-findings Grade 0 1 2 3 P Obs TE 0 1 2 3 P 0Obs TE
Stomach

-cell infiltration, inflammatory, mucosa/submucosa 8 [ 5 1 1 6
Liver

-microgranulona 4 2 2 6 5 1 1 6
Pancreas

-cell infiltration, inflammatory, interstitium 6 6 5 1 1 6
Eye

-disarrangement, retina 5 1 1 6 5 1 1 6
0 : No remarkable changes 1 : Slight 2 : Mild 3 : Moderate

P : Present (used when grading of severity was not done, such as case in the neoplastic lesion)
Obs : Observed number

TE : Total Examined

No significant differcnce between treated group and control group.
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Table 12-1 Immunohistochemical findings of new born female rats administered orally with Thenol, p-{ @, o -dimethylbenzyl) for 18 days
Organs Dose (mg/kg) 0 300
No. of animals 3 3
-findings Grade 0 1 2 3 4 P 0Obs TE 01 2 3 4 P 0Obs TE
Pituitary
-prolactin-positive cell 3 3 3 3 3 3
-LH-positive cell 3 3 3 3 3 3
-FSH-positive cell 3 3 3 2 1 3 3
0 : No remarkable changes 1 : Slight 2 : Mild 3 : Moderate 4 : Severe

P : Present (used when grading of severity was not done, such as case in the neoplastic lesion)
Obs : Observed number

TE : Total Examined

No significant difference between treated group and control group.
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Table 12-2 Immunohistochemical findings of new born female rats administered orally with Phenol, p-{ @ . @ -dimethylbenzyl) for 18 days
and followed by a recovery period for 9 wceks

Organs Dose (mg/kg) 1} 300

No. of animals 3 3
-findings Grade 01 2 3 4 P 0Ohs TE 0 1 2 3 4 P Obs TE
Pituitary
-prolactin-positive cell 3 3 3 3 3 3
-LH-positive cell 3 3 3 3 3 3
-FSH-positive cell 3 3 3 3 3« 3
0 : No remarkable changes 1 : Slight 2 : Mild 3 : Moderate 4 : Severe

P : Present (used when grading of severity was not done, such as case in the neoplastic lesion)
Ohs : Observed number

TE : Total Examined

Significantly different from control group (#*:p<0.05)
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Appendix 1 Clinical signs of new born rats administered orally with Phenol, p-(«.a-dimethylbenzyl) for 18 days

Dose {(mg/kg) : O

Day of administration

Sex Animal
number la) 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18

1001 - - - - - - - - - - - - - - - - - -
1002 - - - - - - - - - - - - - - - - - -
1003 - - - - - - - - - - - - - - - - - -
1004 - - - - - - - - - - - - - - - - - -
1005 - - - - - - - - - - - - - - - - - -
Male 1006 - - - - - - - - - - - - - - - - - -
1007 - - - - - - - - - - - - - - - - - -
1008 - - - - - - - - - - - - - - - - - -
1009 - - - - - - - - - - - - - - - - - -
1019 - - - - - - - - - - - - - - - - - -
1011 - - - - - - - - - - - - - - - - - -
1012 - - - - - - - - - - - - - - - - - -

1101 - - - - - - - - - - - - - - - - - -
1102 - - - - - - - - - - - - - - - - - -
1103 - - - - - - - - - - - - - - - - - -
1104 - - - - - - - - - - - - - - - - - -
1105 - - - - - - - - - - - - - - - - - -
Female 1106 - - - - - - - - - - - - - - - - - -
1107 - - - - - - - - - - - - - - - - - -
1108 - - - - - - - - - - - - - - - - - -
1109 - - - - - - - - - - - - - - - - - -
1110 - - - - - - - - - - - - - - - - - -
1111 - - - - - - - - - - - - - - - - - -
1112 - - - - - - - - - - - - - - - - - -

- : No abnormality
a): Starting age was 4 day after birth.
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Appendix 2 Clinical signs of new born rats administered orally with Phenol, p-{a, g¢-dimethylbenzyl) for 18 days

Dose (mg/kg) : 30

Day of administration

Sex Animal
number 1a) 2 3 4 5 [3 7 8 9 10 11 12 13 14 15 16 17 18

2001 - - - - - - - - - - - - - - - - - -
2002 - - - - - - - - - - - - - - - - - -
2003 - - - - - - - - - - - - - - - - - -
2004 - - - - - - - - - - - - - - - - - -
2005 - - - - - - - - - - - - - - - - - -
Male 2006 - - - - - - - - - - - - - - - - - -
2007 - - - - - - - - - - - - - - - - - -
2008 - - - - - - - - - - - - - - - - - -
2009 - - - - - - - - - - - - - - - - - -
2010 - - - - - - - - - - - - - - - - - -
2011 - - - - - - - - - - - - - - - - - -
2012 - - - - - - - - - - - - - - - - - -

2101 - - - - - - - - - - - - - - - - - -
2102 - - - - - - - - - - - - - - - - - -
2103 - - - - - - - - - - - - - - - - - -
2104 - - - - - - - - - - - - - - - - - -
2105 - - - - - - - - - - - - - - - - - -
Female 2106 - - - - - - - - - - - - - - - - - -
2107 - - - - - - - - - - - - - - - - - -
2108 - - - - - - - - - - - - - - - - - -
2109 - - - - - - - - - - - - - - - - - -
2110 - - - - - - - - - - - - - - - - - -
2111 - - - - - - - - - - - - - - - - - -
2112 - - - - - - - - - - - - - - - - - -

- : No abnormality
a): Starting age was 4 day after birth.
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Appendix 3 Clinical signs of new born rats administered orally with Phenol, p-( ¢, @-dimethylbenzyl) for 18 days

Dose (mg/kg) : 100

Day of administration

Sex Animal
number la) 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18

3001 - - - - - - - - - - - - - - - - - -
3002 - - - - - - - - - - - - - - - - - -
3003 - - - - - - - - - - - - - - - - - -
3004 - - - - - - - - - - - - - - - - - -
3005 - - - - - - - - - - - - - - - - - -
Male 3006 - - - - - - - - - - - - - - - - - -
3007 - - - - - - - - - - - - - - - - - -
3008 - - - - - - - - - - - - - - - - - -
3009 - - - - - - - - - - - - - - - - - -
3010 - - - - - - - - - - - - - - - - - -
3011 - - - - - - - - - - - - - - - - - -
3012 - - - - - - - - - - - - - - - - - -

3101 - - - - - - - - - - - - - - - - - -
3102 - - - - - - - - - - - - - - - - - -
3103 - - - - - - - - - - - - - - - - - -
3104 - - - - - - - - - - - - - - - - - -
3105 - - - - - - - - - - - - - - - - - -
Female 3106 - - - - - - - - - - - - - - - - - -
3107 - - - - - - - - - - - - - - - - - -
3108 - - - - - - - - - - - - - - - - - -
3109 - - - - - - - - - - - - - - - - - -
3110 - - - - - - - - - - - - - - - - - -
3111 - - - - - - - - - - - - - - - - - -
3112 - - - - - - - - - - - - - - - - - -

- : No abnormality
a): Starting age was 4 day after birth.
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Appendix 4 Clinical signs of new born rats administered orally with Phenol, p-(c«, @-dimethylbenzyl) for 18 days

Dose (mg/kg) : 300

Day of administration

Sex Animal
number 1a) 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18

4001 - - - - - - - - - - - - - - - - - -
4002 - - - - - - - - - - - - - - - - - -
4003 - - - - - - - - - - - - - - - - - -
4004 - - - - - - - - - - - - - - - - - -
4005 - - - - - - - - - - - - - - - - - -
Male 4006 - - - - - - - - - - - - - - - - - -
4007 - - - - - - - - - - - - - - - - - -
4008 - - - - - - - - - - - - - - - - - -
4009 - - - - - - - - - - - - - - - - - -
4010 - - - - - - - - - - - - - - - - - -
4011 - - - - - - - - - - - - - - - - - -
4012 - - - - - - - - - - - - - - - - - -

4101 - - - - - - - - - - - - - - - - - -
4102 - - - - - - - - - - - - - - - - - -
4103 - - - - - - - - - - - - - - - - - -
4104 - - - - - - - - - - - - - - - - - -
4105 - - - - - - - - - - - - - - - - - -
Female 4106 - - - - - - - - - - - - - - - - - -
4107 - - - - - - - - - - - - - - - - - -
4108 - - - - - - - - - - - - - - - - - -
4109 - - - - - - - - - - - - - - - - - -
4110 - - - - - - - - - - - - - - - - - -
4111 - - - - - - - - - - - - - - - - - -
4112 - - - - - - - - - - - - - - - - - -

- : No abnormality
a): Starting age was 4 day after birth.



Appendix 5 Clinical signs of new born rats administered orally with Phenol, p-(a, ¢-dimethylbenzyl) for 18 days

and followed by a

pose (mg/kg)

recovery period for 9 weeks

0

B-4313

Week of recovery

Sex Animal
number 1 2 3

1007 - - -
1008 - - -
Male 1009 - - -
1010 - - -
1011 - - -
1012 - - -

1107 - - -
1108 - - -
Female 1109 - - -
1110 - - -
1111 - - -
1112 - - -

- : No abnormality



Appendix 6 Clinical signs of new born rats administered orally with Phenol. p-( a, @-dimethylbenzyl) for 18 days

and followed by a

Dose (mg/kg)

recovery period for 9 weeks

30

B-4313

Week of recovery

Sex Animal
number 1 2 3

2007 - - -
2008 - - -
Male 2008 - - -
2010 - - ~
2011 - - -
2012 - - -

2107 - - -
2108 - - -
Female 2109 - - -
2110 - - -
2111 - - -
2112 - - -

- : No abnormality
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Appendix 7 Clinical signs of new born rats administered orally with Phenol, p-{ a.a-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 100

Week of recovery

Sex Animal
number 1 2 3 4 5 6 T 8 9

3007 - - - - - - - - -
3008 - - - - - - - - -
Male 3009 - - - - - - - - -
3010 - - - - - - - - -
3011 - - - - - - - - -
3012 - - - - - - - - -

3107 - - - - - - - - -
3108 - - - - - - - - -
Female 3109 - - - - - - - - -
3110 - - - - - - - - -
3111 - - - - - - - - -
3112 - - - - - - - - -

~ : No abnormality



Appendix 8 Clinical signs of new born rats administered orally with Phenol, p-( ¢, @-dimethylbenzyl) for 18 days

and followed by a

Dose (mg/kg)

recovery period for 9 weeks

300

Week of recovery

Sex Animal
number 1 2 3

4007 - - -
4008 - - -
Male 4009 - - -
4010 - - -
4011 - - -
4012 - - -

4107 - - -
4108 - - -
Female 4109 - - -
4110 - - -
4111 - - -
4112 - - -

- : No abnormality
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Appendix 9 Body weight of new born rats administered orally with Phenol, p-( ¢, g-dimethylbenzyl) for 18 days
Dose {(mg/kg) : O
Day of administration

Sex Animal Gain
number 1a) 4 8 11 14 18 1-18
1001 12.6 19.7 31.7 42 .4 48.4 63.9 51.3
1002 12.6 20.2 31.4 39.86 46.9 61.3 48.7
1003 13.2 19.2 29.2 36.4 43.7 60.8 47.6
1004 12.9 20.9 31.0 39.7 47.4 61.9 49.0
1005 12.9 19.9 31.0 40.5 48.0 63.4 50.5

Male 1008 12.2 18.3 27.9 36.5 42.3 57.4 45.2
1007 13.2 21.0 30.5 39.2 48.9 66.1 52.9
1008 13.3 20.3 31.1 38.5 46.0 58.2 44,9
1009 12.7 19.9 30.8 39.4 47.5 59.8 47 .1
1010 12.8 18.9 28.3 36.9 43.5 60.7 47.9
1011 11.7 18.0 29.3 37.7 43.3 56.9 45.2
1012 12.9 20.6 31.2 41.6 48.3 66.3 53.4
Mean 12.8 19.7 30.3 39.0 46.2 61.4 48.6
S.D. 0.5 1.0 1.3 1.9 2. 3.1 2.9
1101 11.7 18.0 29.6 38.7 46.5 60.2 48.5
1102 12.0 19.4 28.5 35.8 42.5 55.7 43.7
1103 11.5 17.1 27.6 34.5 40.2 50.8 39.1
1104 11.9 17.1 27.7 35.0 42.2 54.1 42.2
1105 11.9 19.5 29.0 36.9 44 .8 60.3 48 .4

Female 1106 11.8 18.0 27.3 35.2 42.1 56.4 44,6
1107 11.7 19.1 29.2 37.0 44.9 60.0 48.3
1108 12.4 18.3 30.1 39.1 43.7 55.1 42.7
1109 12.7 19.5 30.9 39.2 44 .4 60.5 47.8
1110 11.8 17.5 26.3 34.9 41.4 54.4 42.6
1111 11.9 17.4 29.1 36.7 42.5 56.2 44.3
1112 12.0 18.5 29.2 35.7 42.4 58.5 46.5
Mean 11.9 18.3 28.7 36.6 43.1 56.8 44.9
S.D. 0.3 0.9 1.3 1.7 1.8 3.1 3.0

Unit g

a)

Starting age was 4 day after birth.



Appendix 10

Body weight of new born rats administered orally with Phenol, p-(q, ¢-dimethylbenzyl) for 18 days

Dose (mg/kg) : 30

B-4313

Day of administration

Sex Animal Gain
number 1a) 4 8 11 14 18 1-18
2001 12.5 19.4 30.6 37.5 435.3 59.7 47.2
2002 13.1 20.2 28.8 36.3 42.8 57.8 44 .7
2003 12.4 19.0 28.2 36.1 41.7 56.0 43.6
2004 12.8 19.4 29.6 37.8 45.8 56.9 44 .1
2005 12.6 18.9 31.38 39.3 48.5 65.6 53.0

Male 2006 12.5 18.3 28.1 35.2 41.8 53.8 41.3
2007 13.1 20.2 30.9 40.0 48.6 66.5 53.4
2008 12.8 20.8 31.2 38.6 44 .9 58.3 45.5
2009 13.5 21.2 32.4 40.4 48.8 63.8 50.3
2010 12.7 19.4 29.2 38.6 45.2 59.3 46.6
2011 12.6 19.7 30.4 39.1 45.7 62.0 49.4
2012 13.1 20.8 30.9 38.8 46.0 63.9 50.8
Mean 12.8 19.8 30.1 38.1 45. 60.3 47.5
S.D. 0.3 0.9 1.3 1.6 2.4 4.0 3.9
2101 11.5 17.3 26.8 34.4 40.7 52.0 40.5
2102 11.7 18.7 29.1 37.6 43.6 56.9 45.2
2103 11.1 16.6 25.9 31.1 37.2 49.5 38.4
2104 11.8 18.4 29.2 38.3 44.8 59.3 47.5
2105 11.0 17.4 27.7 34.5 41.6 55.5 44.5

Female 2106 10.9 15.9 24.5 32.0 38.3 51.0 40.1
2107 12.0 19.0 29.0 36.6 43.7 57.1 45.1
2108 12.8 20.0 30.9 40.1 45.2 60.5 47.7
2109 12.0 18.2 28.7 35.6 42.2 56.3 44.3
2110 10.5 16.0 24.8 31.2 36.3 47.5 37.0
2111 11.7 17.6 27.9 36.2 44.0 56.8 45.1
2112 12.0 18.6 28.9 38.9 43.2 56.2 44 .2
Mean 11.6 17.8 27.8 35.5 41.7 54.9 43.3
S.D. 0.6 1.2 1.9 3.0 3.0 4.0 3.5

Unit : g

a) Starting age was 4 day after birth.



Appendix 11 Body weight of new born rats administered orally with Phenol, p-(a, a-dimethylbenzyl) for 18 days

Dose (mg/kg) : 100

B-4313

Day of administration

Sex Animal Gain
number 1a) 4 8 11 14 18 1-18
3001 12.9 18.8 30.2 36.9 43.1 58.6 45.7
3002 13.3 20.6 30.0 36.9 44.3 60.0 46.7
3003 13.3 19.3 29.4 36.4 42.8 55.4 42.1
3004 13.9 20.9 31.4 39.3 43.5 59.5 45.6
3005 13.8 18.86 31.3 39.9 47.8 64.6 51.0
Malc 3006 12.2 17.8 27.9 36.3 43.6 57.5 45.3
3007 13.5 20.0 31.9 41.7 50.4 68.1 54.6
3008 13.1 20.5 31.8 40.0 46.6 59.7 46.6
3009 12.1 19.0 29.7 38.5 43.3 56.9 44.8
3010 12.6 17.8 26.8 35.5 41.5 53.7 41.1
3011 13.3 20.0 31.1 38.4 48.5 65.6 52.3
3012 13.3 20.9 31.4 40.0 46.3 62.2 48.9
Mean 13.1 19.5 30.2 38.3 45.1 60.2 47.1
S.D. 0.5 1.1 1.6 1.9 2.7 4.3 4.0
3101 11.0 16.5 27.6 35.4 42.8 55.2 44 .2
3102 11.1 18.2 28.3 37.2 42.8 56.4 45.3
3103 10.7 16.3 25.8 33.3 40.0 53.4 42.7
3104 11.6 17.7 27.7 34.3 40.7 53.1 41.5
3105 11.8 18.1 28.7 36.6 45.8 60.8 49.0
Female 3106 11.1 16.9 26.7 34.6 40.3 55.5 44 .4
3107 12.2 198.1 29.0 38.6 46.1 63.0 50.8
3108 12.0 19.4 29.7 38.9 45.3 59.1 47.1
3109 12.2 18.9 29.1 36.6 43.9 57.8 45.6
3110 10.5 15.1 24.8 34.3 39.4 51.1 40.6
3111 11.5 17.6 28.0 35.5 41.3 54.1 42.6
3112 12.1 18.3 30.0 38.9 44.8 58.5 46.4
Mean 11.5 17.7 28.0 36.2 42.8 56.5 45.0
S.D. 0.6 1.3 1.6 1.9 2.4 3.5 3.0
Unit g

a)

Starting age was 4 day after birth.



Appendix 12

Body weight of new born rats administered orally with Phenol, p-{ @, ¢-dimethylbenzyl) for 18 days

Dose (mg/kg) : 300

B-4313

Day of administration

Sex Animal Gain
number 1a) 4 8 11 14 18 1-18
4001 12.6 17.8 29.7 38.9 47.1 62.0 49.4
4002 13.4 19.4 28.2 36.3 43.3 58.9 45.5
4003 13.1 18.1 25.6 33.3 39.8 55.3 42.2
4004 13.1 19.2 28.2 35.9 41.5 38.6 45.5
4005 12.4 15.9 25.3 32.6 39.7 59.0 46.6
Male 4006 12.4 16.9 26.2 33.5 40.6 55.9 43.5
4007 13.1 19.1 28.4 36.4 45.0 85.6 52.5
4008 13.1 18.0 29.8 38.3 44.5 59.8 46 .7
4009 12.8 17.4 28.4 36.9 44.3 58.8 45.8
4010 12.9 18.2 26.6 33.1 39.9 52.0 39.1
4011 13.3 19.8 30.86 37.8 44.6 62.8 49.5
4012 12.8 18.7 27.7 37.1 45.2 59.6 46.8
Mean 12.9 18.2 27.9 35.8 43.0 59.0 46.1
S.D. 0.3 1.1 1.7 2.2 2.5 3.8 3.5
4101 11.5 15.7 24.7 33.9 39.4 52.6 41.1
4102 12.0 18.3 27.0 34.2 39.8 55.9 43.9
4103 11.2 15.8 23.8 29.4 36.6 51.5 40.3
4104 11.3 15.4 24.6 30.4 38.4 53.2 41.9
4105 11.4 16.5 26.5 33.3 39.6 54.3 42.9
Female 4106 11.4 15.0 22.6 29.3 34.4 43.8 32.4
4107 12.0 17.4 28.2 36.1 43.1 60.9 48.9
4108 12.1 18.0 29.3 36.6 42.9 55.6 43.5
4109 11.0 15.4 25.4 33.0 39.6 54.7 43.7
4110 11.6 16.2 25.3 32.3 37.2 5l.4 39.8
4111 12.7 18.4 29.6 36.0 42.8 59.8 47.1
4112 12.0 16.9 27.1 33.6 41.3 57.7 45.7
Mean 11.7 16.6 26.2 33.2 39.6 54.3 42.6
S.D. 0.5 1.2 2.2 2.5 2.7 4.5 4.2
Unit g

a)

Starting age was 4 day after birth.



Appendix 13

Body weight of new born rats administered orally with Phenol, p-(q, @-dimethylbenzyl) for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg)

B-4313

Day of recovery

Sex Animal Gain
number 1 7 14 21 28 35 42 49 56 63 1-63
1007 69.9 118.3 194.2 261.0 329.8 390.8 435.5 472.7 512.1 524.4 454.5
1008 62.4 108.4 184.3 258.8 326.5 394.5 450.3 4189.3 527.0 541.4 479.0
Male 1009 64.8 106.9 183.0 256.9 324.5 388.6 448.2 486.4 523.4 546.0 481.2
1010 65.7 104.7 165.9 229.5 205.38 359.3 412.1 461.5 496.7 517.7 452.0
1011 59.5 92.9 151.6 206.4 266.1 311.1 350.5 382.0 398.6 414.8 355.1
1012 70.5 113.3 184.6 260.8 336.1 405.4 470.0 517.1 565.7 593.9 523.4
Mean 65.5 107.4 177.3 245.6 313.1 375.1 427.8 468.2 504.1 523.0 457.5
S.D. 4.3 8.6 15.6 22.7 27.0 34.9 42 .4 46.2 56.1 59.5 56.4
1107 64.3 95.4 147.4 182.1 202.5 224.3 241.8 260.7 273.8 283.7 219.4
1108 58.8 87.3 136.3 174.5 199.4 216.2 237.6 242.0 253.8 256.6 197.8
Female 1109 64.9 102.5 158.8 196.1 219.9 244 .3 262.4 276.2 283.4 291.9 227.0
1110 56.8 85.9 133.0 164.7 190.6 212.8 229.0 246.1 254.7 264.0 207.2
1111 58.8 90.7 138.7 177.9 198.2 221.5 242.6 263.7 277.8 280.1 221.3
1112 61.3 96.9 153.2 193.9 216.3 242.3 255.8 274.6 282.0 290.1 228.8
Mean 60.8 93.1 144.6 181.5 204.5 226.9 244.9 260.6 270.9 277.7 216.9
S.D. 3.3 6.3 10.2 11.9 11.3 13.3 12.2 14.2 13.8 14.4 12.1
Unit g



Appendix 14

Body weight of new born rats administered orally with Phenol, p~(@, ¢-dimethylbenzyl) for 18 days

and followed by a recovery period for 9 weeks

B-4313

bose (mg/kg) a0
Day of rccovery
Sex Animal Galn
number 1 7 14 21 28 35 42 49 56 63 1-63
2007 T1.4 116.2 190.1 266.0 340.4 402.8 449.5 490.9 526.6 548.1 476.7
2008 61.0 97.9 164.7 229.9 293 .4 344 .4 385.7 424 .2 460.5 471.9 410.9
Male 2009 68.1 108.6 173.7 239.2 299.0 361.4 404.0 444.1 475.,1 493.5 425.4
2010 63.2 105.7 184.1 255.8 330.7 385.3 443.5 482.7 519.2 545.6 482 .4
2011 65.6 100.4 160.4 220.8 275.86 331.4 381.4 411.4 447.8 463.8 398.2
2012 68.0 112.1 178.7 249.2 309.1 363.7 409.4 443.6 471.8 491.4 423.4
Mean 66.2 106.8 175.3 243.5 308.0 364.8 412.3 449.5 483.5 502.4 436.2
S.D. 3.7 6.9 11.4 16.8 24.1 26.1 28.6 31.5 32.1 36.3 35.0
2107 59.6 92.8 140.9 171.1 196.6 222.0 243.3 260.4 268.2 265.5 205.9
2108 65.1 100.2 151.7 194.5 214.4 237.3 247.7 274.8 290.8 304.3 239.2
Female 2109 59.1 88.2 139.2 168.0 196.7 212.9 236.7 256.5 261.1 266.9 207.8
2110 51.0 82.1 138.4 177.7 202.3 229.8 248.3 265.4 280.8 290.4 239.4
2111 60.0 91.7 142.8 172.86 191.6 216.5 229.1 249.3 255.6 287.2 207.2
2112 59.1 90.8 137.3 172.9 198.1 233.4 260.4 283.8 292.9 308.9 249.8
Mean 59.0 91.0 141.7 176.1 200.0 225.3 244.3 265.0 274.9 283.9 224.9
S.D. 4.5 5.9 5.3 9.5 7.9 9.7 10.7 12.6 15.6 19.9 20.0
Unit g



Appendix 15

Body weight of new born rats administered orally with Phenol, p-( ¢, ¢-dimethylbenzyl}) for 18 days

and followed by a recovery period for 9 weeks

B-4313

Dose (mg/kg) 100
Day of recovery
Sex Animal Gain
number 7 14 21 28 35 42 49 56 63 1-63
3007 72.9 114.2 184.1 250.8 317.5 377.7 426.8 461.7 488.5 512.3 439.4
3008 63.6 101.0 162.3 227.7 290.1 346.8 390.1 427.0 462.2 473.0 409.4
Male 3009 61.2 103.0 176.9 254.8 333.2 396.8 462.3 518.6 563.8 592.7 531.5
3010 58.1 g1.4 161.8 226.5 285.4 334.9 378.0 408.6 431.0 446.4 388.3
3011 70.1 111.2 183.1 249.7 317.2 378.2 432.8 479.4 514.2 528.5 458 .4
3012 65.6 105.1 174.6 242.5 308.8 368.2 419.4 456.0 489.86 510.9 445.3
Mean 65.3 104.3 173.8 242.0 308.7 367.1 418.2 458.6 491.6 510.6 445 .4
S.D. 5.5 8.1 9.8 12.2 18.1 22.7 30.5 38.9 45.3 50.2 49,3
3107 66.5 101.0 148.5 183.3 212.6 234.0 249.5 269.3 284.5 288.0 221.5
3108 63.0 98.9 151.9 190.8 222.5 256.6 285.2 304.7 320.6 335.8 272.8
Female 3109 60.4 97.4 152.6 189.4 222.5 245.7 260.0 277.2 291.5 305.3 244 .9
3110 54.9 88.1 135.4 170.5 193.9 219.2 239.0 256.8 263.8 261.4 206.5
3111 58.1 92.0 140.3 178.9 200.5 228.8 254.0 273.3 283.9 287.1 229.0
3112 60.6 88.0 122.0 147.7 169.9 186.6 196.7 211.5 217.5 230.4 169.8
Mcan 60.6 94.2 141.8 176.8 203.7 228.5 247.4 265.5 277.0 284 .7 224 .1
S.D. 4.0 5.6 11.8 16.0 20.2 24.3 29.2 30.8 34 .4 36.2 34.9
Unit g



Appendix 16

Body weight of new born rats administered orally with Phenol, p-( @, ¢-dimethylbenzyl) for 18 days

and followed by a recovery period for 9 weeks

B-4313

Dose (mg/kg) 300
Pay of recovery
Sex Animal Gain
number 1 7 14 21 28 35 42 49 6 63 1-63
4007 71.2 119.4 184.9 272.5 356.5 430.2 489.7 539.5 575.7 594.9 523.7
4008 63.8 109.2 185.8 256 .4 330.8 402.7 460.2 506.9 544.8 554.2 490.4
Male 4009 62.6 94.56 154 .3 214.6 283.4 338.5 370.5 392.1 419.3 430.4 367.8
4010 54.3 91.9 153.6 213.0 276.8 333.9 382.1 424 .4 463.1 491.2 436.9
4011 65.0 104.2 167.1 230.3 291.5 347.86 394 .4 427.8 453.9 471.8 406.8
4012 63.3 100.4 158.6 222.1 282.7 344.3 394.5 428.7 460.5 481.1 417.8
Mean 63.4 103.3 169.1 234.8 303.6 366.2 415.2 453.2 486.2 503.9 440.6
S.D. 5.4 10.1 17.4 24.3 32.4 40.2 48.0 56.8 60.3 59.9 57.2
4107 64.4 97.5 144.9 176.1 204.9 221.1 236.9 246.5 256.0 259.3 194.9
4108 59.8 93.5 142.2 173.7 201.1 221.1 240.2 278.9 283.7 293.3 233.7
Female 4109 58.0 88.0 131.0 163.4 185.4 208.6 219.7 235.3 239.7 248.4 190.4
4110 54.2 85.2 135.2 166.5 194.7 222.5 241.4 259.4 273.2 280.4 226.2
4111 63.0 101.5 162.1 201.5 236.4 264.9 290.0 320.6 337.9 357.8 294.8
4112 59.2 88.4 137.1 171.2 197.6 220.8 231.1 246.6 255.3 258.0 198.8
Mean 59.7 92.4 142.1 175.4 203.4 226.5 243.2 264.6 274.3 282.9 223.1
S.D. 3.6 6.3 11.0 13.6 17.5 19.5 24.3 31.2 34.7 40.2 39.3
tnit g



Appendix 17 Food consumption of new born rats administered orally with Phenol, p-{ @, a-dimethylbenzyl) for 18 days

and followed by a recovery period for 9 wecks

Dose (mg/kg) : O

B-4313

Day of rccovery

Sex Animal
number 3 7 10 14 17 21 24 28 31 35 38 42
1007 11 15 18 23 27 28 28 30 31 33 32 31
1008 10 15 18 24 26 30 29 30 29 31 31 32

Male 1009 9 14 18 23 27 30 30 32 33 34 34 35
1010 11 15 17 22 23 25 26 29 30 32 30 32
1011 8 11 14 18 20 22 23 24 24 24 25 27
1012 10 16 18 23 26 29 31 34 35 36 36 37
Mean 10 14 17 22 25 27 28 30 30 32 31 32
S.D. 1 2 2 2 3 3 3 3 4 4 4 3
1107 7 14 16 19 20 19 19 18 19 19 18 19
1108 7 11 15 20 21 22 22 22 20 21 21 21

Female 1109 9 13 16 20 21 22 21 22 21 22 21 21
1110 8 11 13 15 18 17 17 17 17 18 17 18
1111 9 12 14 17 19 20 20 20 20 20 20 21
1112 10 13 15 19 20 22 21 21 22 24 22 21
Mean 8 12 15 18 20 20 20 20 20 21 20 20
5.0. 1 1 1 2 1 2 2 2 2 2 2 1

Unit : g/rat/day



B-4313

Appendix 18 Food consumption of new born rats administered orally with Phenol, p-{a. ¢-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Day of recovery

Sex Animal
number 45 49 52 56 59 63
1007 31 32 32 33 31 29
1008 30 31 30 31 29 28

Male 1009 33 33 34 33 33 31
1010 31 33 31 32 29 29
1011 26 25 23 23 23 21
1012 36 37 36 36 35 35
Mean 31 32 31 31 30 29
S.D. 3 4 4 4 4 5
1107 18 20 19 19 19 18
1108 19 20 19 18 18 18

Female 1109 20 21 19 20 19 19
1110 18 18 17 17 17 19
1111 21 21 22 21 20 20
1112 22 22 21 20 20 19
Mean 20 20 20 19 19 19
S.D. 2 1 2 1 1 1

Unit : g/rat/day



Appendix 19 Food consumption of new born rats administered orally with Phenol, p-(a, ¢-dimethylbenzyl) for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 30

B-4313

Day of recovery

Sex Animal
number 3 7 10 14 17 21 24 28 31 35 38 42
2007 11 16 19 24 27 29 31 33 33 35 32 33
2008 10 12 16 20 23 25 26 27 27 29 30 28

Male 2009 10 14 17 22 26 27 28 29 30 33 33 33
2010 10 14 18 23 24 27 29 32 31 33 33 32
2011 9 13 135 19 22 23 24 25 25 26 26 29
2012 11 15 18 22 25 27 28 30 30 31 31 31
Mean 10 14 17 22 25 26 28 29 29 31 31 31
S.D. 1 1 1 2 2 2 2 3 3 3 3 2
2107 7 12 13 17 17 19 19 19 20 21 21 21
2108 11 14 16 20 21 22 21 21 19 21 19 21

Female 2109 7 12 14 18 19 19 21 20 20 20 23 21
2110 8 13 15 20 20 20 20 19 20 21 20 20
2111 7 12 14 19 19 20 20 20 21 21 20 22
2112 9 13 14 18 18 20 18 20 22 22 23 23
Mean 8 13 14 19 19 20 20 20 20 21 21 21
S.D. 2 1 1 1 1 1 1 1 1 1 2 1

Unit : g/ral/day



B-4313

Appendix 20 Food consumption of new born rats administered orally with Phenol, p-( @, a-dimethylbenzyl) for 18 days
and followed by a recovery period for § weeks

Dose (mg/kg) : 30

Day of recovery

Sex Animal
number 435 49 52 56 59 63
2007 33 33 31 32 31 30
2008 27 29 28 29 28 26

Male 2009 31 34 32 32 30 30
2010 32 32 32 31 32 31
2011 26 28 27 28 27 28
2012 30 31 28 29 28 28
Mean 30 31 30 30 29 29
S.D. 3 2 2 2 2 2
2107 20 20 20 19 19 18
2108 22 22 21 23 22 22

Female 2109 20 23 21 21 22 19
2110 20 19 20 20 18 18
2111 22 21 21 20 21 18
2112 23 24 22 22 23 21
Mean 21 22 21 21 21 19
S.D. 1 2 1 1 2 2

Unit : g/rat/day



Appendix 21 Food consumption of new born rats administered orally with Phenol, p-{
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 100

@, ¢-dimethylbenzyl) for 18 days

B-4313

Day of recovery

Sex Animal
number 3 7 10 14 17 21 24 28 31 35 38 42
3007 12 17 20 24 26 28 29 31 30 31 30 32
3008 10 14 17 22 25 27 27 29 29 30 27 29

Male 3009 10 14 18 23 26 30 31 34 35 39 38 41
3010 T 14 17 23 26 28 27 27 27 28 28 29
3011 11 15 i8 25 27 30 30 31 32 35 34 34
3012 11 13 17 22 23 26 28 30 30 32 31 32
Mean 10 15 18 23 26 28 29 30 31 33 31 33
S.D. 2 1 1 1 1 2 2 2 3 4 4 4
3107 10 13 16 18 20 21 21 21 21 22 22 23
3108 10 14 16 20 21 23 22 23 24 23 24 25

Female 3108 9 13 15 19 21 22 22 23 22 24 25 22
3110 8 14 18 20 21 20 21 21 20 21 20 20
3111 8 13 14 19 20 21 20 20 20 22 22 23
3112 9 12 12 15 16 16 18 17 16 17 17 17
Mean 9 13 15 19 20 21 21 21 21 22 22 22
S.D. 1 1 2 2 2 2 2 2 3 3 3 3

Cnit : g/rat/day



B-4313

Appendix 22 Food consumption of new born rats administered orally with Phenol, p-{( ¢, ¢g-dimeth¥lbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 100

Day of recovery

Sex Animal
number 45 49 52 56 59 63
3007 28 30 29 29 29 27
3008 28 29 29 29 28 25

Male 3009 39 42 40 41 40 38
3010 27 27 26 25 25 25
3011 34 36 36 34 33 31
3012 30 31 29 29 30 28
Mean 31 33 32 31 31 29
5.D. 5 6 5 6 5 5
3107 24 22 21 22 19 20
3108 25 25 24 24 24 22

Female 3109 23 22 24 21 20 18
3110 20 20 19 19 16 16
3111 23 22 21 21 20 19
3112 18 16 17 16 16 17
Mean 22 21 21 21 19 19
S.D. 3 3 3 3 3 2

Unit : g/rat/day



Appendix 23

Food consumption of new born rats administered orally with Phenol, p-(a, a-dimethylbenzyl) for 18 days

and followed by a recovery period for 9 wecks

Dose (mg/kg) : 300

B-4313

Day of rccovery

Sex Animal
number 3 T 10 14 17 21 24 28 31 35 38 42
4007 12 16 21 27 31 32 33 3T 36 37 38 39
4008 12 16 21 25 28 31 33 34 36 37 36 38
Male 4009 8 13 18 19 21 25 26 27 29 30 28 27
4010 9 13 16 21 23 25 26 27 28 29 28 29
4011 10 14 18 22 24 27 26 27 28 30 31 31
4012 10 14 16 21 23 25 26 27 28 30 30 31
Mean 10 14 18 23 25 28 28 30 31 32 32 33
S.D. 2 1 2 3 4 3 4 4 4 4 4 5
4107 10 13 15 18 20 19 20 20 20 20 18 19
4108 11 14 14 18 19 19 20 19 18 21 21 21
Female 4109 8 13 15 17 18 19 18 18 19 18 18 17
4110 8 13 15 18 19 20 21 19 19 22 22 21
4111 10 14 18 23 24 24 24 25 24 27 28 27
4112 8 12 15 18 20 21 21 20 20 21 20 21
Mean 9 13 15 19 20 20 21 20 20 22 21 21
S5.D. 1 1 1 2 2 2 2 2 2 3 4 3
Unit g/rat/day



B-4313

Appendix 24 Food consumption of pew born rats administered orally with Phenol, p-(a, ¢-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose {(mg/kg) : 300

Day of recovery

Sex Animal
number 45 49 52 56 59 63
4007 37 39 37 37 36 34
4008 35 37 35 35 34 31

Male 4009 25 27 24 26 24 26
4010 29 31 29 29 30 27
4011 29 29 27 27 27 25
4012 28 29 27 29 27 28
Mean 31 32 30 31 30 29
S.D. 5 5 5 4 5 3
4107 19 17 17 17 15 17
4108 23 24 23 22 21 18

Female 4109 19 17 16 16 14 16
4110 22 22 22 22 20 20
4111 28 29 27 27 26 27
4112 20 20 19 20 17 19
Mean 22 22 21 21 19 20
S.D. 3 5 4 4 4 4

Unit : g/rat/day



Appendix 25

B-4313

External differentiation of new born rats administered orally with Phenol, p-( @, ¢-dimethylbenzyl) for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 0

Appearance of

Eruption of

Opening of

OQpening of

Cleavage of the

abdominal hair lower incisor eyelid vagina balanopreputial gland

Sex Animal

number 7 11 11 14 14 17 35 42 42 49 a)

1001 - + + + + +

1002 - + - + + -

1003 - + + + + +

1004 - + + + + +

1005 - + + + + +

10086 - + + + + +

1007 - + + + + + + +
Male 1008 - + + + + + + +

1009 - + - + + + + +

1010 - + + + + + + +

1011 - + + + + + + +

1012 - + - + + + + +

Total 0 /12 12 /12 9 /12 12 /12 12 /12 12 /12 6/ 6 6 /6

% Cc.0 100.0 75.0 100.0 100.0 100.0 100.0 100.0

1101 - + + + + +

1102 - + + + + +

1103 - + - + + +

1104 - + - + + +

1105 - + + + + +

1108 - + + + + +

1107 - + + + + + + +
Female 1108 - + - + + + + +

1109 - + - + + + + +

1110 - + + + + + + +

1111 - + - + + + + +

1112 - + - + + + + +

Total 0 /12 12 /12 6 /12 12 /12 12 /12 12 /12 6/ 6 6 /

% 0.0 100.0 50.0 100.0 100.0 100.0 100.0 100

a): Day after birth
+ : Differentiated
- : Not differentiated
Number of pups differentiated / Number of pups observed

Total



B-4313

Appendix 26 External differentiation of new born rats administered orally with Phenol, p-{ ¢, @-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 30

Appearance of Eruption of Opening of Opening of Cleavage of the
abdominal hair lower incisor eyelid vagina balanopreputial gland

35 42 42 49 a)

Sex Animal
number 7 11 11 14 14

-
-3

2001 -
2002 -
2003 -
2004 -
2005 -
2006 -
2007 -
Male 2008 -
2009 -
2010 -
2011 -
2012 -

t+ 0+ 1+t

+ L4+ 4+ 4+ 0+ o+
N

EIE S S S S S S S

o T N S N &
+ o1+

~
s
¥
e
~
&
o
~
e

Total 0 /12 12 /12 6 /12 12 8 /12 12
% 0.0 100.0 50.0 100.0 66.7

~
iy
¢
-
<
<
=
-
=
<
<
=
o
S
o

2101 -
2102 -
2103 -
2104 -
2105 -
2106 -
2107 -
Female 2108 -
2109 -
2110 -
2111 -
2112 -

A I
[ S I S N S|

R E

o S S S S A

L I

LN S

b+ o+

+

Total 0 /12 12 5 /12 12 /12 12 /12 12 /12
% 0.0 100.0 41.7 100.0 100.0 100.0 100.

~
[,
%]
<)
~
7]
fiL

(=]
O~
[e=je]

i

a): Day after birth

+ : Differentiated

- : Not differentiated

Total : Number of pups differentiated / Number of pups observed



Appendix 27

and followed by a recovery period for 9 weeks

Dosc {(mg/kg) : 100

B-4313

External differentiation of new born rats administered orally with Phenol, p-( ¢, @-dimethylbenzyl) for 18 days

Appearance Of Eruption of QOpening of Opening of Cleavage of the
abdominal hair lower 1incisor eyelid vagina balanopreputial gland
Sex Animal
number 7 11 11 14 14 17 35 42 42 49 a)
3001 - + + + + +
3002 - + + + + +
3003 - + + + + +
3004 - + + + + +
3005 - + + + + +
3006 - + - + + +
3007 - + + + + + + +
Male 3008 - + + + + + + +
3009 - - - . N + . N
3010 - + “+ + + + + +
3011 - + + + + + + +
3012 - + - + + + + +
Total 0 /12 12 /12 9 /12 12 /12 12 /12 12 /12 6 /6 6 /6
% 0.0 100.0 75.0 100.0 100.0 100.0 100.0 100.0
3101 - + - + + +
3102 - + + + + +
3103 - + + + - +
3104 - + + + + +
3105 - + + + + +
3106 - + + + - +
3107 - + + + + + + +
Female 3108 - + + + * + + +
3109 - + - + + + + +
3110 - + - + + + + +
3111 - + + + + + + +
3112 - + + + + + + +
Total 0 /12 12 /12 9 /12 12 /12 11 /12 12 /12 6/ 6 6 /
% a.0 100.0 75.0 100.0 91.7 100.0 100.0 100.

a): Day after birth
+ 1 Differentiated
- : Not differentiated

Total

Number of pups differentiated / Number of pups observed



Appendix 28

and followed by a recovery period for 9 weccks

Dose (mg/kg) : 300

B-4313

External differentiation of new born rats administered orally with Phenol, p-( ¢, @-dimethylbenzyl) for 18 days

Appearance of Eruption of Opening of Opening of Cleavage of the
abdominal hair lower incisor eyelid vagina balanopreputial gland
Sex Animal
number 7 11 11 14 14 17 35 42 42 49 a)
4001 - + + + + +
4002 - + + + + +
4003 - + + + + +
4004 - + + + + +
4005 - + + + + +
4006 - - + + . 4
4007 - - - + + + - -
Male 4008 - + - + + + + +
4009 - + + + + + + +
4010 - + + + + + + +
4011 - + + + + + + +
4012 - + - + + + + +
Total 0 /12 12 /12 9 /12 12 /12 12 /12 12 /12 6 /6 6 /6
% 0.0 100.0 75.0 100.0 100.0 100.0 100.0 100.0
4101 - + + + + +
4102 - + + + + +
4103 - + - + + +
4104 - * - * - +
4105 - + + + + +
4106 - + + + + +
4107 - + + + + + + +
Female 4108 - + + + + + + +
4109 - + + + + + + +
4110 - + + + + + + +
4111 - + - + + + + +
4112 - + + + + + + +
Total 0 /12 12 /12 9 /12 12 /12 12 /12 12 /12 6/ 6 6/ 6
% 0.0 100.0 75.0 100.0 100.0 100.0 100.0 100.0

a): Day after birth
+ : Differentiated
- : Not differentiated

Total

Number of pups differentiated / Number of pups observed



B-4313

Appendix 29 Functional examination of new born rats administered orally with Phenol, p-( @, e-dimethylbenzyl) for 18 days

Dose (mg/kg) : 0

Sex Animal Pupillary Corneal Righting Air righting Preyer’'s
number reflex reflex reflex reflex reflex
1001 + + + + +
1002 + + + + +
1003 + + + + +
1004 + + + + +
1.005 + + + + +
10086 + + + + +
1007 + + + + +
Male 1008 + + + + +
1009 + + + + +
1010 -+ + + + +
1011 + + + + +
1012 + + + + +
Total 12 /12 12 /12 12 /12 12 /12 12 /12
% 100.0 100.0 100.0 100.0 100.0
1101 + + + + +
1102 + + + + +
1103 + + + + +
1104 + + + + +
1105 + + + + +
1106 + + + - +
1107 + + + - +
Female 1108 + + + - +
1109 + + + + +
1110 + + + + +
1111 + + + + +
1112 + + + + +
Total 12 /12 12 /12 12 /12 12 /12 12 /12
% 100.0 100.0 100.0 100.0 100.0

+ : Normal rcsponse
- ! Abnormal respouse
Total : Number of pups with normal response / Number of pups examined



B-4313

Appendix 30 Functional examination of new born rats administered orally with Phenol, p-{ &, ¢-dimethylbenzyl) for 18 days

Dose (mg/kg) : 30

Scx Animal Pupillary Corneat Righting Air righting Preyer's
number reflex reflex reflex reflex reflex
2001 + + + + +
2002 + + + + +
2003 + + + + +
2004 + + + + +
2005 + + + + +
2006 + + + + +
2007 + + + + +
Male 2008 + - + + +
2009 -~ + + + +
2010 + + + + +
2011 + + + + +
2012 + + + + +
Total 12 /12 12 /12 12 /12 12 /712 12 /12
% 100.0 100.0 100.0 100.0 100.0
2101 + + + + +
2102 + + + + +
2103 + + + + +
2104 + + + + +
2105 + + + + +
2106 + + + + +
2107 + + + + +
Female 2108 + + + * +
2109 + + + + +
2110 + + + + +
2111 + + + + +
2112 + + + + +
Total 12 /12 12 /12 12 /12 12 /12 12 /12
% 100.0 100.0 100.0 100.0 100.0

+ : Normal response
- : Abnormal response
Total : Number of pups with normal responsc / Number of pups examined



B-4313

Appendix 31 Functional examination of new born rats administered orally with Phenol, p-( a, ¢-dimethylbenzyl) for 18 days

Dose (mg/kg) : 100

Sex Animal Pupillary Corneal Righting Air righting Preyer's
number reflex reflex reflex reflex reflex
3001 * + + - -
3002 + + + + +
3003 + + + + +
3004 + + + + -
3005 + + + + +
3008 + + + + +
3007 + + + + +
Male 3008 + + + + +
3009 + - + + +
3010 + + + + +
3011 + + + + *
3012 + + + + +
Total 12 /12 12 /12 12 /12 12 /12 12 /12
% 100.0 100.0 100.0 100.0 100.0
3101 + + + + +
3102 + + + + +
3103 + + + + +
3104 + + + + +
3105 + + + + +
3106 + + + + +
3107 + + + + +
Female 3108 + + + + +
3109 + + + + +
3110 + + + + +
3111 * + + + +
3112 + + + + +
Total 12 /712 12 /12 12 /12 12 /12 12 /12
% 100.0 100.0 100.0 100.0 100.0

+ : Normal response
- @ Abnormal respcnse
Total : Number of pups with normal response / Number of pups examined



B-4313

Appendix 32 Functicnal examination of new born rats administered orally with Phenol, p-{ @, @-dimcthylbenzyl} for 18 days

Dose (mg/kg) : 300

Sex Animal Pupillary Corneal Righting Alr righting Preyer's
number reflex reflex reflex reflex reflex
4001 + + + + +
4002 + + + + +
4003 + + + + +
4004 + + + + +
4005 + + + + +
4006 + + + + -
4007 + + + + +
Male 4008 + + + + +
4009 + + - . .
4010 + + + . .
4011 + + + + +
4012 + + + + +
Total 12 /12 12 /12 12 /12 12 /12 12 /12
% 100.0 100.0 100.0 100.0 100.0
4101 + + + + +
4102 + + + + +
4103 + + + + +
4104 + + + + +
4105 + + + + +
4106 + + + + +
4107 + + + + +
Female 4108 + + + + +
4109 + -+ + + +
4110 + + + + +
4111 + + + + +
4112 + + + + +
Total 12 /12 12 /12 12 /12 12 /12 12 /12
% 100.0 100.0 100.0 100.0 100.0

+ : Normal response
- : Abnormal response
Total : Number of pups with normal response / Number of pups examined



Appendix 33

and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Urinalysis of new born rats administered orally with Phenol, p-{ o, a-dimethylbenzyl) for 18 days

B-4313

1) 2) 3) 4) 5) 6) T)

Sex Animal pH Pro- Ketone Glu- Occult Bili- Urobi- Color

number tein body cose blood rubin linogen

1007 8.0 ++ - - - - +- Y

1008 9.0 + - - - - += Y
Male 1009 8.5 + - - - - +- Y

1010 8.0 + - - - - += Y

1011 8.0 + - - - - +- Y

1012 8.5 + - - - - +- Y

1107 8.0 - - - - - - Y

1108 8.5 4= - - - - +- Y
Female 1109 7.0 - - - - - += Y

1110 7.5 + - += - - + - Y

1111 8.5 +- - - - - +- Y

1112 8.5 +- - - - - +- Y
1) - g - 5 mg/dL +- 10 - 20 mg/dL + 30 - 70 mg/dL ++ 100 - 200 mg/dL +++ : 230 - 400 mg/dL PRI >400 mg/dL
2) - 0 mg/dL +- 5 mg/dL + 10 - 20 mg/dL ++ 30 - 45 mg/dL 4+t 60 - 80 mg/dL e >80 meg/dL
3) - 0 - 10 mg/dL +- 30 - 50 mg/dL + 70 - 100 mg/dL ++ 150 - 200 mg/dL 4t 300 - 500 mg/dL Fart 21000 mg/dL
4) - 0 mg/dL - 0.03 mg/dL + 0.06 - 0.1 mg/dL  ++ 0.2 - 0.5 mg/dL e+ 21.0 mg/dL
35) - 0 mg/dL - 0.2 mg/dL + 0.5 - 1.0 mg/dL ++ 2.0 - 4.0 mg/dL 4+ 6.0 - 10.0 mg/dL ++++ >10.0 mg/dL
6) +- 0.2 - 1.0 mg/dL + 2.0 - 3.0 mg/dL  ++ 4.0 - 6.0 mg/dL +++ 8.0 - 12.0 mg/dL ++++ >12.0 mg/dL
7) LY Light yellow Y Yellow DY Dark yellow



B-4313

Appendix 34 Urinalysis of new born rats administered orally with Phenol, p-( @, ¢a-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

URINE SEDIMENT

CRYSTALLIZATION

Sex Animal
number RBC WwBC SEC SREC Cast PS 4]
1007 - - +- - - + -
1008 - - +- - - T4+ .

Male 1009 - - +- - - += -
1010 - - += - - +- -
1011 - - +~ - - +— -
1012 - - +- - - +- -
1107 - - - - - - -
1108 - - +- - - - -

Female 1109 - - +- - - - -
1110 - - +- - - +- -
1111 - - 4 - - - -
1112 - - +- - - +- -

SEC : Squamous Epithelial Cecll - : Negative

SREC : Small Round Epithelial Cell +- ! 8light

PS : Phosphate Salts + : Mild

co : Calcium Oxalate ++ : Moderate

+++ @ Severe



B-4313

Appendix 35 Urinalysis of new born rats administered orally with Phenol, p-(a, ¢-dimethylbenzyl) for 18 days
E and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Urine Osmolality

Sex Animal volume
number mL/24hrs mOsm/kg
1007 9.5 2262
1008 7.1 2040
1009 15.7 1628
1010 13.6 2212

Male 1011 13.7 1592
1012 19.4 1796
Mean 13.2 1922
S.D. 4.4 291
1107 25.2 1094
1108 11.1 1084
1109 12.0 1500
1110 5.3 1818

Female 1111 9.8 1782
1112 10.0 1788
Mean 12.2 1511
S.D. 6.8 347




Appendix 36

and followed by a recovery period for 9 weeks

Dose {mg/kg) : 30

Urinalysis of new born rats administered orally with Phenol, p-(a, ¢-dimethylbenzyl) for 18 days

B-4313

+
1

.2 - 1.0 mg/dL

2.0 - 3.0 mg/dL ++

1) 2) 3) 4) 3) 6) 7)

Sex Animal pH Pro- Ketone Glu- Occult Bili- Urobi- Color

number tein body cose blood rubin linogen

2007 8.5 - - - - - +- Y

2008 8.0 + - - - - +- Y
Male 2009 8.5 ++ - +- - - +- Y

2010 8.0 ++ - - - - +- Y

2011 8.5 + - - - - +- Y

2012 8.0 + - - - - += Y

2107 7.0 - - - - - = Y

2108 8.0 - - - - - ,- Y
Female 2109 7.0 +- - - - - +- Y

2110 8.0 + - - - - = Y

2111 7.5 +- - - - - +- Y

2112 8.0 +- - - - - +- Y
1) - 0 - 5 mg/dL - 10 - 20 mg/dL + 30 - 70 mg/dl. ++ 100 - 200 mg/dL -+ 250 - 400 mg/dL A+ >400 mg/dl.
2) - 0 mg/dL +- 5 mg/dL + 10 - 20 mg/dL ++ 30 - 45 mg/dL +++ : 60 - 80 mg/dL ++++ : >80 mg/dl
3) - : 0 - 10 mg/dL += 30 - 50 mg/dL + 70 - 100 mg/dL ++ 150 - 200 mg/dL +++ : 300 - 500 mg/dL et 21000 mg/dL
4) - : 0 mg/dL +— 0.03 mg/dL + 0.06 - 0.1 mg/dL.  ++ 0.2 - 0.5 mg/dL +++ 1 21,0 mg/dL
) - 0 mg/dL +- 0.2 mg/dL + 0.5 - 1.0 mg/dL +4+ 2.0 - 4.0 mg/dL +++ 1 6,0 ~ 10.0 mg/dL ++++ >10.0 mg/dL
68) 0 4.0 - 6.0 mg/dl. +++ 8.0 - 12.0 mg/dl., ++++ >12.0 mg/dL
7) L

Iy -

ight yellow

Yellow DY

Dark ycllow



B-4313

Appendix 37 Urinalysis of new born rats administered orally with Phenol, p-( @, @-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 30

URINE SEDIMENT

CRYSTALLIZATION

Sex Animal
number RBC WBC SEC SREC cast PS Cco
2007 - - .- - - - -
2008 - - += - - - -

Male 2009 - - +- - - +- -
2010 - - - - - + -
2011 - - - . - P -
2012 - - - - - + -
2107 - - - - - - -
2108 - - - - - - -

Female 2109 - - += - - - -
2110 - - - - - +- -
2111 - - +- - - P -
2112 - - +— - - +- -

SEC : Sguamous Epithelial Cell - : Negative

SREC : Small Round Epithelial Cell +- : Slight

PS : Phosphate Salts + 1 Mild

Co : Calcium Oxalate ++ : Moderate

+++ 1 Severe



B-4313

Appendix 38 Urinalysis of new born rats administered orally with Phenol, p-{q., a-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 30

Urine Osmolality

Sex Animal volume
number mlL/24hrs mOsm/kg
2007 14.2 2248
2008 22.1 1534
2009 6.7 2414
2010 11.1 2266

Male 2011 9.7 2094
2012 18.3 2140
Mean 12.9 2116
S.D. 5.3 3086
2107 6.5 1444
2108 19.1 1454
2109 10.3 1570
2110 6.6 1986

Female 2111 8.4 1988
2112 5.8 1770
Mean 9.5 1699
5.D. 5.0 246




Appendix 39 Urinalysis of new born rats administered orally with Phenol, p-(q, ¢-dimethylbenzyl) for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 100

B-4313

1) 2) 3} 4) 5) 6) T

Sex Animal pH Pro- Ketone Glu- Occult Bili- Urobi- Color

number tein body cose blood rubin linogen

3007 8.5 + - - - - +=- Y

3008 8.5 + - - - - +- Y
Male 3009 8.0 ++ - - - - += Y

3010 8.5 + - - - - +- Y

3011 8.5 + - - + - +- Y

3012 8.5 + - - - - = Y

3107 7.0 - - - - - +- Y

3108 8.5 +- - - - - +- Y
Female 3109 6.0 ++ + - - - + Y

3110 8.0 - - - - - +- Y

3111 8.5 +=- - - - - += Y

3112 6.5 += - - - - *- Y
1) - 0 - 5 mg/dL +- 1 10 - 20 mg/dL + 30 - 70 mg/dL ++ 100 - 200 mg/dL +4 4 250 - 400 mg/dL PO >400 mg/dr.
2) - 0 mg/dL +- : 5 mg/dL + 10 - 20 mg/dL +4+ 30 - 45 mg/dL 4+ 60 - 80 mg/dl. ++++ : >80 mg/dL
3) - : 0 - 10 mg/dL +- : 30 - 50 mg/dL + : 70 - 100 mg/dL ++ : 150 - 200 mg/dL +++ : 300 - 500 mg/dL  ++++ : 21000 mg/dL
4) - : 0 mg/dL +- : 0.03 mg/dL + 1 0.06 - 0.1 mg/dL  ++ 0.2 - 0.5 mg/dL i+ 21.0 mg/dL
5) - : 0 mg/dL +- 1 0.2 mg/dL + : 0.5 - 1.0 mg/dL .+ 2.0 - 4.0 mg/dL e+t 6.0 - 10.0 mg/dL  ++++ >10.0 mg/dL
6) +- 0.2 - 1.0 mg/dL + : 2.0 - 3.0 mg/dL ++ 4.0 - 6.0 mg/dL +++ 8.0 - 12.0 mg/dL ++++ >12.0 mg/dL
7y LY Light yellow Y : Yellow DY Dark yellow



B-4313

Appendix 40 Urinalysis of new born rats administered orally with Phenol, p-( @, a-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 100

URINE SEDIMENT

CRYSTALLIZATION

Sex Animal
number RBC wBC SEC SREC Cast PS Cco
3007 - - +- - - +- -
3008 - - +- - - - -

Male 3009 - - - - - +- -
3010 - - - - - ++ -
3011 - - +- - - + -
3012 - - - - - += -
3107 - - - - - +- -
3108 - - - - - +- -

Female 3109 - - +- - - - -
3110 - - + - - - - -
3111 - - += - - - -
3112 - - +- - - +- -

SEC : Squamous Epithelial Cell - : Negative

SREC : Small Round Epithelial Cell +- : Slight

PS : Phosphate Salts + © Miid

Cco : Calcium Oxalate ++ ¢ Moderate

+++ ! Severe



Appendix 41

Lrinalysis of new born rats administcred orally with Phenol, p-( @, ¢-dimethylbenzyl) for 18 days
and followed by a recovery perlod for 9 wecks

Dose (mg/kg) : 100

B-4313

Urine Osmolality
Sex Animal volume
number mL/24hrs mOsm/kg
3007 11.5 1856
3008 11.1 2270
3009 11.2 2314
3010 6.8 2318
Male 3011 19.9 2140
3012 15.6 1534
Mean 12.7 2072
5.D. 4.5 316
3107 18.3 1078
3108 12.1 1930
3109 1.4 3268
3110 11.8 964
Female 3111 13.8 1490
3112 6.8 2120
Mean 10.7 1808
5.D. 5.9 847




Appendix 42 Urinalysis of new born rats administered orally with Phenol, p-( @, @-dimethylbenzyl) for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 300

B-4313

1) 2) 3) 4) 5) 6) 7)

Sex Animal pil Pro- Ketone Glu- Occult Bili- Urobi- Color

number tein body cose blood rubin linogen

4007 8.5 + - - - - .- Y

4008 7.5 + - - - - + Y
Male 4009 8.0 +- - - - - +- Y

4010 8.0 + - - - - += Y

4011 8.0 +- - - - - +- Y

4012 8.0 +- - - - - - Y

4107 8.0 += - - - - + Y

4108 8.0 - - - - - +~ Y
Female 4109 6.5 + - - ++ - - Y

4110 7.0 - - - - - = Y

4111 6.5 ++ - - - - +- Y

4112 8.0 + - - +4+ - +- Y
1) - 0 - 3 mg/dL +- 1 10 - 20 mg/dL + 30 - 70 mg/dL ++ 100 - 200 mg/dL 44 250 - 400 mg/dL A >400 mg/dL
2) - 0 mg/dL +- 1 5 mg/dL + 10 - 20 mg/dL -+ 30 - 45 mg/dL +4 4 60 - 80 mg/dL At >80 mg/dL
3) - : 0 - 10 mg/dL +- 1 30 - 50 mg/dL + 70 - 100 mg/dL ++ 150 - 200 mg/dL +++ : 300 - 500 mg/dl. 4 21000 mg/dL
4) - : 0 mg/dL += : 0.03 mg/dL + 0.06 - 0.1 mg/dl. ++ 0.2 - 0.5 mg/dlL +++ 21,0 mg/dL
5) - : 0 mg/dL +- : 0.2 mg/dL + 0.5 - 1.0 mg/dL + 2.0 - 4.0 mg/dL e 6.0 - 10.0 mg/dL ++++ >10.0 mg/dL
6) +- 0.2 - 1.0mg/dL + : 2.0 - 3.0 mg/dL ++ 4.0 - 6.0 mg/dL +++ 8.0 - 12.0 mg/dL  ++++ >12.0 mg/dL
7)) LY Light yellow Y : Yellow DY Dark yellow



Appendix 43

and followed by a recovery period for 9 wecks

Dose (mg/kg)

300

Urinalysis of new born rats administered orally with Phenol, p-( ¢, @¢-dimethylbenzyl) for 18 days

B-4313

Sex

URINE SEDIMENT

Animal
number RBC WBC

CRYSTALLIZATION

Cast PS

co

Male

4007 - -
4008 - -
4009 - -
4010 - -
4011 - -
4012 - -

Female

4107 - -
4108 - -
4109 - -
4110 - -
4111 - -
4112 +- -

SEC
SREC
PS
o

Squamous Epithelial Cell
Small Round Epithelial Cell
Phosphate Salts

Calcium Oxalate

44+

Negative
Slight
Mild
Moderate
Severe



Appendix 44

Urinalysis of new born rats administered orally with Phenol, p-{ @, ¢-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 300

B-4313

Urine Osmolality
Sex Animal volume
number mlL/24hrs mOsm/kg
4007 24.8 1298
4008 17.0 1398
4009 22.1 1074
4010 33.3 9086
Male 4011 17.8 1546
4012 23.2 1176
Mean 23.0 1233
S.D. 5.9 230
4107 20.3 1050
4108 8.6 792
4109 4.4 1472
4110 8.1 1050
Female 4111 15.0 1538
4112 12.1 1274
Mean 11.4 1196
S.D. 5.7 284




B-4313

Appendix 45 Hematological findings of new born rats administered orally with Phenol, p~-(a, q@-dimethylbenzy!) for 18 days

Dose (mg/kg) : O

RBC Hb Ht MCV MCH MCHC Retvicu- Plate-
Sex Animal locyte let
number X10VAL g/dL % L pg % % ¥10¥ AL
1001 466 9.7 30 63.9 20.8 32.3 22.7 97.5
1002 469 9.6 30 63.8 20.2 31.7 18.1 892.3
Male 1003 468 2.8 30 64.1 20.8 32.5 24.3 108.1
1004 492 9.0 29 58.9 18.4 31.2 18.8 102.8
1005 452 9.3 29 63.6 20.8 32.4 19.5 93.6
10086 480 10.3 32 66.4 21.5 32.4 20.4 94.7
Mean 471 9.6 30 63.5 20.4 32.1 20.6 98
S.D. 14 0.4 1 2.5 1.1 0.5 2.4 6.1
1101 536 9.8 32 58.9 17.9 30.5 18.3 110.0
1102 497 9.7 30 61.0 19.5 32.0 15.6 91.7
Female 1103 5086 9.3 29 58.2 18.4 31.6 22.4 113.1
1104 432 8.7 27 62.4 20.2 32.4 19.9 93.4
11035 444 9.7 30 67.9 21.8 32.0 20.0 105.7
1108 475 9.9 31 64.4 20.8 32.2 21.4 92.8
Mean 482 9.3 30 62.1 19.8 31.8 19.6 101.1
S.D. 39 0.4 2 3.6 1.5 0.7 2.4 9.6




B-4313

Appendix 46 Hematological findings of new born rats administered orally with Phenol, p-(@. q-dimethylbenzyl) for 18 days

Dose (mg/kg) : 0

WBC Differential leukocyte counts (%)

Sex Animal
number {107AL Lymph. Stab Seg. Eosino. Baso. Mono. Others
1001 22 86.35 0.0 13.5 0.0 0.0 0.0 0.0
1002 37 87.5 0.0 12.5 0.0 0.0 0.0 0.0

Male 1003 27 90.0 0.0 9.5 0.0 0.0 0.5 0.0
1004 30 88.5 0.5 10.5 0.5 0.0 0.0 0.0
1005 28 89.5 0.0 10.5 0.0 0.0 0.0 0.0
1006 43 94.5 0.0 5.0 0.3 0.0 0.0 6.0
Mean 31 89 .4 0.1 10.3 0.2 0.0 0.1 .0
S.D. 8 2.8 0.2 3.0 0.3 0.0 0.2 0.0
1101 35 95.0 0.0 5.0 0.0 0.0 0.0 Q0.0
1102 38 96.0 0.5 3.5 0.0 0.0 0.0 0.0

Female 1103 35 93.5 0.0 6.0 0.0 0.0 0.5 0.0
1104 39 90.0 0.5 9.5 0.0 0.0 0.0 0.0
1105 42 95.0 0.0 5.0 0.0 0.0 0.0 0.0
1106 29 96.0 0.0 4.0 0.0 0.0 0.0 0.0
Mean 36 94.3 0.2 .5 0.0 0.0 0.1 0.0
S.D. 4 2.3 0.3 1 0.0 0.0 0.2 0.0




B-4313

Appendix 47 Hematological findings of new born rats administered orally with Phenol, p-{«, c@-dimethylbenzyl) for 18 days

Dose (mg/kg) : 30

RBC Hb Ht MCV MCH MCHC Reticu- Plate-

Sex Animal locyte let
number X 10V mL g/dL % fL pe % % X10%1L

2001 481 9.1 28 59.0 18.9 32.1 15.5 95.3

2002 481 9.4 30 61.7 19.6 31.7 16.9 108.6

Male 2003 453 9.0 28 62.0 20.0 32.3 18.7 95.9
2004 480 9.4 29 61.2 19.7 32.1 19.4 g98.1

2005 477 10.0 32 66.5 21.0 31.8 19.0 95.8

2006 473 9.2 29 81.5 19.5 31.7 17.3 100.8

Vean 474 9.4 29 62.0 19 31.9 17.8 99.1

S.D. 11 0.4 2 2.5 0.7 0.3 1.5 5.1

2101 492 9.0 29 59.0 18.4 31.2 24.4 116.8

2102 479 9.1 30 61.9 19.1 30.8 16.9 101.4

Female 2103 468 9.7 30 64.7 20.8 32.2 21.4 103.2
2104 482 9.1 29 61.9 19.8 31.9 21.3 104.4

2105 487 9.2 29 61.6 19.8 32.1 15.8 109.1

2106 503 10.4 32 63.9 20.7 32.3 21.2 97.7

Mean 479 9.4 30 62.2 19.8 31.8 20,2 105.4

S.D. 16 0.5 1 2.0 0.9 0.6 3.2 6.7




Appendix 48

Hematological findings of new born rats administered orally with Phenol, p-( @, a-dimethylbenzyl) for 18 days

B-4313

Dose (mg/kg) 30
WBC Differential leukocyte counts (%)
Sex Animal
number X10%#L  Lymph. Stab Seg. Eosino. Baso. Mono. Others
2001 19 88.0 0.5 11.0 0.0 0.0 0.5 0.0
2002 36 92.0 0.0 7.5 0.0 0.0 0.5 0.0
Male 2003 17 81.5 ¢.5 17.5 0.5 0.0 0.0 0.0
2004 40 92.5 0.0 6.5 g.5 0.0 0.5 0.0
2005 43 93.5 ¢.0 5.5 1.0 0.0 0.0 0.0
2006 29 85.0 0.5 14.0 0.5 0.0 0.0 0.0
Mean 31 88.8 0.3 10.3 0.4 0.0 0.3 .0
S.D. 11 4.8 0.3 4.7 0.4 0.0 0.3 .0
2101 47 95.0 0.0 4,5 0.0 0.0 0.5 0.0
2102 31 93.5 0.0 6.5 0.0 0.0 0.0 0.0
Female 2103 78 94.0 0.0 6.0 0.0 0.0 0.0 0.0
2104 20 92.0 1.0 7.0 0.0 0.0 0.0 0.0
2105 43 94.5 0.0 5.5 0.0 0.0 0.0 0.0
2106 29 96.0 a.0 4.0 0.0 0.0 0.0 0.0
Mean 41 94.2 0.2 5.6 0.0 0.0 0.1 0.0
S5.D. 20 1.4 0.4 1.2 0.0 0.0 0.2 0.0




B-4313

Appendix 49 Hematological findings of new born rats administered orally with Phenol, p-(q@. @-dimethylbenzyl) for 18 days

Dose (mg/kg) : 100

RBC Hb Ht MCV MCH MCHC Reticu-  Plate-

Sex Animal locyte let
number N10Y ML g/dL % fL pg % % K10V mL

3001 474 10.3 31 66.3 21.8 32.9 22.2 102.1

3002 470 9.8 30 63.8 20.9 32.7 20.2 102.0

Male 3003 493 9.4 29 59.0 19.1 32.4 19.2 103.3
3004 486 10.7 33 68.3 22.1 32.3 19.6 99.3

3003 497 9.5 30 60.7 19.2 31.6 22.3 111.1

3006 442 9.1 29 65.2 20.6 31.6 17.4 94.9

Mean 477 9.8 30 63.9 20.6 32.3 20.2 102.1

S.D. 20 0.6 2 3.5 1.3 0.5 1.9 5.3

3101 510 9.9 31 61.0 19.5 32.0 25.4 103.9

3102 524 9.7 31 58.7 18.5 31.6 18.1 112.4

Female 3103 530 9.9 31 58.9 18.8 31.9 20.6 98.7
3104 496 9.3 29 58.9 18.8 31.8 19.5 110.9

3105 504 9.9 31 62.5 19.7 31.4 25.2 105.3

3106 514 11.3 34 67.1 21.9 32.7 22.2 92.4

Mean 513 10.0 31 61.2 19.5 31.9 21.8 103.9

S.D. 13 0.7 2 3.3 1.2 0.4 3.0 7.5




B-4313

Appendix 50 Hematological findings of new born rats administered orally with Phenol, p-( @, a-dimethylbenzyl) for 18 days

Dose (mg/kg) : 100

WBC Differential leukocyte counts (%)

Sex Animal
number X10Y#L,  Lymph. Stab Seg. Eosino. Baso. Mono . Others
3001 49 94.5 0.0 5.5 0.0 C.0 0.0 0.0
3002 27 g2.5 0.0 7.5 0.0 0.0 0.0 0.0

Male 3003 26 94.5 0.0 5.0 0.5 0.0 0.0 0.0
3004 35 90.0 0.0 10.0 0.0 0.0 0.0 0.0
3003 27 88.5 0.0 11.5 0.0 0.0 0.0 0.0
3008 27 85.0 0.5 13.5 0.5 0.0 0.5 0.0
Mean 32 90.8 .1 8.8 0.2 0.0 0.1 0.0
S.D. g 3.7 0.2 3.4 0.3 0.0 0. Q.0
3101 43 93.5 0.0 6.5 0.0 0.0 0.0 0.0
3102 34 92.0 0.0 8.0 0.0 0.0 0.0 0.0

Female 3103 38 98.5 0.0 1.5 0.0 0.0 0.0 0.0
3104 29 96.5 0.0 3.5 0.0 0.0 0.0 Q.0
3105 49 91.5 0.5 8.0 0.0 0.0 0.0 0.0
31086 41 97.5 0.0 2.5 0.0 0.0 0.0 0.0
Mean 39 94.9 0.1 5.0 0.0 0.0 0.0 0.0
S.D. 7 3.0 0.2 2.9 0.0 0.0 0.0 0.0




Appendix 51

Hematological findings of new born rats administered orally with Phenol, p-{q@, @-dimethylbenzyl) for 18 days

B-4313

Dose (mg/kg) 300

RBC Hb Ht MCV MCH MCHC Reticu- Plate-

Sex Animal locyte let
number X10Yml, g/dL % £1. g % % ¥ 10YuL

4001 474 9.2 29 61.6 19.5 31.6 24.3 114.4

4002 472 9.2 29 61.4 19.4 31.6 24.5 107.9

Male 4003 485 9.8 31 63.1 20.3 32.1 24.2 96.8
4004 454 9.5 29 64.4 21.0 32.6 21.1 99.1

4005 505 10.1 31 62.2 20.0 32.1 20.0 108.7

4006 435 9.0 28 64.0 20.7 32.3 21.3 101.3

Mean 471 .5 30 62.8 20.2 32.1 22.6 104.7

S.D. 24 4 1 1.3 0.6 0.4 2.0 6.7

4101 519 9.6 31 58.9 18.6 31.5 23.3 115.5

4102 478 9.3 29 61.1 19.5 32.0 22.8 103.2

Female 4103 506 9.8 31 61.2 19.3 31.6 20.2 110.2
4104 475 9.1 29 60.5 19.2 31.7 20.7 95.5

4105 437 9.7 29 67.4 22.2 32.9 19.86 101.0

4108 450 9.6 30 66.5 21.3 32.0 17.4 111.4

Mean 478 9.5 30 62.6 20.0 32.0 20.7 106.1

S.D. 31 0.3 1 3.5 1.4 0.5 2.2 7.5




B-4313

Appendix 52 Hematological findings of new born rats administered orally with Phenol, p-(a@, ¢-dimethylbenzyl) for 18 days

Dose (mg/kg) : 300

WBC Differential leukocyte counts (%)

Sex Animal ~
number K107 mL Lymph. Stab Seg. Eosino. Baso. Mono. Others
4001 24 85.5 0.0 14.5 0.0 0.0 0.0 0.0
4002 45 90.5 0.0 9.5 0.0 0.0 0.0 0.0

Male 4003 40 90.5 0.0 9.0 0.0 0.0 0.5 0.0
4004 19 95.5 0.0 4.5 0.0 0.0 0.0 0.0
4005 35 92.5 0.5 7.0 0.0 0.0 0.0 0.0
4006 16 72.0 0.0 27.5 0.0 0.0 0.5 0.0
Mean 30 87.8 0.1 12.0 0.0 0.0 0. 0.0
S.D. 12 8.4 0.2 8.3 0.0 0.0 0.3 0.0
4101 42 97.0 0.0 2.5 0.5 0.0 0.0 0.0
4102 26 93.5 0.0 6.5 0.0 0.0 0.0 0.0

Female 4103 38 94.0 0.0 6.0 0.0 0.0 0.0 0.0
4104 27 94.0 0.0 5.5 0.0 0.0 0.5 0.0
4105 42 91.5 0.5 7.5 0.0 0.0 0.5 0.0
4106 36 77.0 0.0 23.0 0.0 0.0 0.0 0.0
Mean 35 91.2 0.1 8.5 0.1 0.0 0.2 0.0
S.D. T 7.2 0.2 7.3 0.2 0.0 0.3 0.0




B-4313

Appendix 53 Hematological findings of new born rats administered orally with Phenol, p-( @, a-dimethylbenzyl)} for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

RBC Hb Ht MCV MCH MCHC Reticu- Plate- PT APTT
Sex Animal locyte let
number K10Y ML g/dL % fL pg % % X10Y AL s s
1007 809 16.1 47 58.7 19.8 33.8 1.6 78.6 15.1 19.8
1008 834 16.2 47 56.6 19.4 34.3 1.3 90.2 14.7 18.4
Male 1009 763 15.7 46 60.8 20.5 33.8 2.0 73.5 13.1 17.3
1010 814 16.2 46 56.8 19.8 34.9 1.3 85.2 11.9 15.1
1011 831 15.8 46 55.0 18.8 33.9 1.2 86.7 11.9 17.6
1012 863 16.9 51 58.7 19.6 33.4 1.1 96.6 13.9 18.6
Mean 819 16.1 a7 57.9 19.7 34.0 1.4 85.1 13. 17.8
S.D. 33 0.5 2 1.9 0.6 0.9 0.3 8.2 1 1.6
1107 794 16.5 46 57.5 20.8 36.1 1.6 89.1 12.4 14.9
1108 708 13.9 40 55.7 19.6 35.2 2.0 83.6 11.2 12.7
Female 1109 777 15.6 44 56.4 20.1 35.6 1.6 106.2 11.0 15.2
1110 751 15.0 44 59.1 19.9 33.8 1.9 90.3 14.0 18.6
1111 783 15.4 44 55.6 19.7 35.4 1.3 92.4 10.2 12.4
1112 757 15.6 45 59.7 20.6 34.6 1.4 86.2 12.2 17.1
Mean 762 15.3 44 57.3 20.1 35.1 1.6 91.3 11.8 15.2
S.D. 31 0.9 2 1.7 0.5 0.8 0.3 7.9 1.3 2.4




B-4313

Appendix 54 Hematological findings of mew born rats administered orally with Phenol, p-(¢q, a-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

¥BC Differential leukocyte counts (%)

Sex Animal
number K107l Lymph. Stab Seg. Eosino. Baso. Mono. Others
1007 77 89.0 0.0 9.5 0.5 0.0 1.0 0.0
1008 70 85.0 0.5 13.5 0.5 a.0 0.5 0.0

Male 1009 67 90.35 0.0 9.0 0.5 0.0 0.0 0.0
1010 125 90.5 0.0 9.0 0.0 0.0 0.5 0.0
1011 T7 93.5 0.0 5.5 1.0 0.0 6.0 6.0
1012 96 97.5 0.0 2.0 Q.5 0.0 0.0 0.0
Mean 85 91.0 0.1 8.1 0.3 0.0 0.3 0.0
S.D. 22 4.2 0.2 3.9 0.3 0.0 0.4 0.0
1107 55 89.5 0.0 9.5 1.0 0.0 0.0 0.0
1108 45 88.5 0.0 10.0 1.0 0.0 0.5 0.0

Female 1109 69 84.5 0.0 13.0 1.5 0.0 1.0 0.0
1110 98 85.5 0.0 13.5 0.0 0.0 1.0 0.0
1111 53 86.0 0.0 14.0 0.0 0.0 0.0 0.0
1112 91 90.0 0.0 g.5 0.5 0.0 0.0 0.0
Mean 69 87.3 0.0 11.6 0.7 0.0 0.4 0.0
S.D. 22 2.3 0.0 2.1 0.6 0.0 0.5 0.0




B-4313

Appendix 55 Hematological findings of new born rats administered orally with Phenol, p-( @, a-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 30

RBC Hb Ht MCV MCH MCHC Reticu- Plate- PT APTT
Sex Animal locyte let
number X10% 4L g/dL % fL pe % % X1.0Y AL s s
2007 804 16.3 47 58.5 20.3 34.8 2.3 88.9 13.9 16.0
2008 824 15.8 48 57.7 19.) 33.2 1.6 96.6 13.4 17.9
Male 2009 855 16.2 48 55.9 18.9 33.9 1.6 89.6 14.1 17.9
2010 837 16.1 47 56.7 19.3 34.0 0.9 104.3 13.3 18.5
2011 801 15.9 46 58.0 19.8 34.2 1.6 91.7 12.9 17.7
2012 875 16.9 50 56.9 19.3 33.8 2.2 102.6 13.6 19.5
Mean 833 16.2 48 57.3 19.5 34.0 1.7 95.6 13.5 17.9
S.D. 29 0.4 1 1.0 0.5 0.5 0.5 6.7 0.4 1.1
2107 718 14.5 42 58.2 20.2 34.7 1.5 82.8 10.5 13.8
2108 758 15.3 44 58.7 20.2 34.4 1.7 73.5 11.8 13.2
Female 2109 729 14.6 41 56.4 20.1 35.7 2.5 90.9 11.9 13.7
2110 769 15.4 44 57.2 20.0 35.0 1.4 81.5 11.5 11.0
2111 776 15.0 43 55.7 19.3 34.8 1.8 92.4 11.2 13.9
2112 763 15.1 43 56.5 19.8 35.0 1.8 88.0 11.9 13.0
Mean 752 15.0 43 57.1 19.9 34.9 1.8 84.9 11.5 13.1
S.D. 23 0.4 1 1.1 0.3 0.4 0.4 7.0 0.5 1.1




B-4313

Appendix 56 Hematological findings of new born rats administered orally with Phenol, p-( @, «@-dimethylbenzyl) for 18 davs
and followed by a recovery pericd for 9 weeks

Dose (mg/kg) : 30

WBC Differential leukocyte counts (%)

Sex Animal
number X10%pu1, Lymph. Stab $eg. Eosino. Baso. Mono. Cthers
2007 99 92.5 0.0 6.5 1.0 0.0 0.0 0.0
2008 58 88.5 0.0 9.5 1.5 0.0 0.5 0.0

Male 2009 T3 90.5 0.0 8.0 1.5 0.0 0.0 0.0
2010 70 84.5 0.0 14.5 1.0 0.0 0.0 0.0
2011 111 96.0 0.0 3.5 0.5 0.0 0.0 0.0
2012 107 94.0 0.0 5.5 0.0 0.0 0.5 0.0
Mean 86 91.0 0.0 7.9 0.9 0.0 0.2 0.0
S.D. 22 4.1 0.0 3.8 0.6 0.0 0.3 0.0
2107 73 82.0 0.0 17.5 0.5 0.0 0.0 0.0
2108 48 80.0 0.0 16.5 3.0 0.0 0.5 0.0

Female 2109 52 85.0 0.0 13.5 1.0 0.0 0.5 0.0
2110 69 91.0 0.0 9.0 0.0 0.0 0.0 0.0
2111 T2 82.5 1.0 16.5 0.0 0.0 0.0 0.0
2112 83 92.0 0.5 6.5 0.5 0.0 0.5 0.0
Mean 66 85.4 0.3 13.3 0.8 0.0 0.3 0.0
S.D. 13 5.0 0.4 4.5 1.1 g.0 0.3 0.0




B-4313

Appendix 57 Hematological findings of new born rats administered orally with Phenol, p-{a@, @-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 100

RBEC ib Ht MCV MCH MCHC Reticu- Plate- PT APTT
Sex Animal locyte let
number K10% 4L g/dL % fL pE % % X10%uL, s s
3007 852 16.2 47 55.4 19.0 34.3 1.6 101.0 12.4 12.9
3008 821 15.8 47 56.7 19.3 33.9 1.6 88.9 14.5 16.5
Male 3009 872 16,2 48 54.8 18.6 33.9 1.9 91.6 15.6 19.6
3010 779 15.5 44 57.0 19.9 34.9 1.4 94.0 13.3 17.2
3011 812 16.1 49 60.1 19.7 32.9 1.4 79.8 13.6 19.5
3012 804 15.9 47 58.4 19.7 33.8 1.8 92.3 15.2 19.1
Mean 823 16.0 47 57.1 19.4 34.0 1.6 91.3 14.1 17.5
S.D. 34 0.3 2 2.0 0.5 0.7 0.2 6.9 1.2 2.6
3107 786 16.3 47 59.4 20.8 35.0 1.4 93.2 11.6 14.9
3108 775 15.6 44 57.1 20.1 35.2 1.5 91.6 12.1 12.8
Female 3109 766 14.8 42 54.1 19.3 35.6 1.3 84.1 11.0 14.9
3110 759 15.1 42 55.4 19.9 36.0 2.0 107.1 10.6 9.8
3111 805 16.4 48 59.3 20.4 34.4 1.9 95.8 12.1 15.6
3112 783 15.0 43 55.4 19.1 34.6 2.1 97.9 11.3 12.8
Mean 779 15.5 44 56.8 19.9 35.1 1.7 95.0 11.5 13.5
S.D. 16 0.7 3 2.2 0.6 0.6 0.3 7.6 0.6 2.1




B-4313

Appendix 358 Hematological findings of new born rats administered orally with Phenol, p-(@. q-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 100

WBC Differential leukocyte counts (%)

Sex Animal
number X10%pL Lymph. Stab Seg. Eosino. Raso. Mono. Others
3007 73 86.0 0.0 13.5 0.5 0.0 0.0 0.0
3008 71 87.5 0.0 11.0 1.0 0.0 0.5 0.0

Male 3009 118 79.5 1.0 18.5 0.5 0.0 0.5 0.0
3010 68 83.5 0.0 10.5 0.0 0.0 0.0 0.0
3011 164 93.5 0.0 6.0 0.5 0.0 0.0 0.0
3012 117 90.5 G.0 9.5 0.0 0.0 0.0 0.0
Mean 102 87.8 0.2 11.5 4 0.0 0.2 0.0
S.D. 38 4.8 0.4 4.2 0.4 0.0 0.3 0.0
3107 52 87.5 0.0 12.0 0.0 0.0 0.5 0.0
3108 87 86.5 0.0 13.0 0.0 0.0 0.5 0.0

Female 3109 52 89.0 0.0 9.5 1.5 0.0 0.0 0.0
3110 83 80.5 0.0 19.5 0.0 0.0 0.0 0.0
3111 61 91.5 0.0 7.5 1.0 0.0 0.0 0.0
3112 66 05.5 0.0 4.0 0.0 0.0 0.5 0.0
Mean 67 88.4 0.0 10.9 0.4 0.0 0.3 0.0
S.D. 15 5.0 0.0 5.3 0.7 0.0 0.3 0.0




Appendix 59

Hematological findings of new born rats administered orally with Phenol, p-(qa, a-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

B-4313

Dose (mg/kg) 300

RBC Hb Ht MCV MCH MCHC Reticu- Plate- PT APTT

Sex Animal locyte let
number K10Y4L g/dL % fL g % % ¥10Y 4L s s
4007 786 16.1 48 60.5 20.5 33.9 2.4 73.6 13.3 17.1
4008 766 15.5 46 59.8 20,2 33.8 2.1 77.8 13.0 16.3
Male 4009 851 16.6 48 56.4 19.5 34.6 1.8 93.8 13.2 16.8
4010 796 16.1 47 59.1 20.2 34.1 1.6 79.8 14.3 18.0
4011 838 16.2 48 57.4 19.3 33.7 1.6 86.7 13.4 17.8
4012 852 16.2 47 55.7 19.0 34.1 1.5 90.2 14.1 18.6
Mean 815 16.1 47 58.2 19.8 34.0 1.8 83.7 13.6 17.4
S.D. 37 0.4 1 1.9 0.6 0.3 0.4 7.8 0.5 0.9
4107 735 14.8 42 57.3 20.1 35.0 1.7 77.6 11.8 15.9
4108 734 14.6 42 56.6 20.0 35.3 1.3 82.7 11.5 14.6
Female 4109 672 14.0 as 57.0 20.8 36.5 2.0 90.9 9.3 12.1
4110 758 14.7 42 55.7 19.3 34.8 1.4 87.8 9.8 13.5
4111 753 15.3 43 56.7 20.3 35.8 1.6 82.5 10.6 15.5
4112 774 15.0 43 55.9 19.3 34.6 1.7 92.7 10.7 13.0
Mean 738 14.7 42 56.5 20.0 35.3 1.6 85.7 10.5 14.1
S.D. 36 0.4 2 0.6 0.6 0.7 0.2 5.7 0.9 1.5




B-4313

Appendix 60 Hematological findings of new born rats administered orally with Phenol, p-( ¢, a-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 300

WBC Differential leukocyte counts (%)

Sex Animal
number X107 mL Lymph. Stab Seg. Eosino. Baso. Mono. Others
4007 126 91.0 0.5 8.0 0.0 0.0 0.5 0.0
4008 100 91.0 0.0 9.0 0.0 0.0 0.0 0.0

Male 4009 76 88.0 0.0 12.0 0.0 0.0 0.0 0.0
4010 101 88.5 0.5 10.0 0.0 0.0 1.0 0.0
4011 113 95.5 0.0 4.0 0.5 0.0 0.0 0.0
4012 119 97.0 0.0 3.0 0.0 0.0 0.0 0.0
Mean 106 91.8 0.2 7.7 0.1 0.0 0.3 0.0
S.D. 18 3.7 0.3 3.5 0.2 Q.0 0.4 0.0
4107 65 93.5 0.0 6.0 0.5 0.0 0.0 0.0
4108 55 92.5 0.0 7.0 0.0 0.0 0.5 0.0

Female 4109 80 24.0 0.0 6.0 ¢.0 0.0 0.0 0.0
4110 49 84.5 0.0 14.5 1.0 0.0 0.0 0.0
4111 48 90.0 0.0 9.0 0.5 0.0 0.5 0.0
4112 56 80.5 0.5 18.0 1.0 0.0 0.0 0.0
Mean 59 89.2 0.1 10.1 .5 0.0 0.2 0.0
S.D. 12 5.5 0.2 5.0 0.4 0.0 0.3 0.0




Appendix 61

Blood chemical Tindings of new born rats administered orally with Phenol, p-{ a,

a-dimethylbenzyl) for 18 days

B-4313

Dose (mg/kg) 0

GOT GPT LLDH AlP v —GTP TP Albumin A/G T.cho TG FL

Sex Animal
number 1U/L 1U/L 10/L IU/L 1t/L g/dL g/dL ng/dL mg/dL mg/dL
1001 63 42 53 575 1.7 4.7 3.0 1.76 93 125 150
1002 93 38 58 630 2.2 4.9 3.1 1.72 81 135 136
Male 1003 15 44 51 786 2.1 4.3 2.8 1.87 70 128 132
1004 114 38 59 817 1.9 5.1 3.1 1.55 80 98 138
1005 89 37 20 662 2.1 4.8 3.0 1.67 83 73 142
1008 79 29 50 5367 2.0 5.0 3.1 1.63 91 91 151
Mean 86 38 80 673 2.0 4.8 3.0 1.70 83 108 142
S$.D. 18 5 15 106 0.2 0.3 0.1 0.11 8 25 8
1101 66 36 65 299 2.2 4.8 3.1 1.82 70 99 119
1102 67 24 69 508 2.0 5.4 3.4 1.70 85 86 137
Female 1103 75 32 52 561 2.4 5.4 3.2 1.45 g8 87 142
1104 91 28 56 640 1.8 5.3 3.1 1.41 80 73 129
1105 81 31 53 602 1.7 5.3 3.0 1.30 108 75 151
1106 98 36 59 769 1.5 5.1 3.1 1.55 83 110 155
Mean 80 31 59 613 1.9 5.2 3.2 1.54 B7 88 139
S.D. 13 5 7 88 0.3 0.2 0.1 ¢.19 14 14 14




B-4313

Appendix 62 Blood chemical findings of new born rats administered orally with Phenol, p-( @, a-dimethylbenzyl) for 18 days

Dose (mg/kg) : O

T.bili- Glucose BUN Crea- Na K Cl Ca P
Sex Animal rubin tinine
number mg/dL mg/dL mg/dL mg/dL mmol/L mmol/L mmol /L mg/dL mg/dL
1001 0.16 102 8 0.47 136 4.1 106 9.8 8.9
1002 0.19 118 7 0.49 137 3.4 108 10.2 8.8
Male 1003 0.20 123 5 0.45 136 3.9 108 9.9 8.7
1004 0.15 125 6 0.44 139 3.9 109 10.5 8.7
1005 0.14 128 3 0.41 139 4.1 110 10.4 8.2
1006 0.20 127 8 0.47 137 4.1 109 10.1 8.7
Mean 0.17 121 6 0.46 137 3.9 108 10.2 8.7
S$.D. 0.03 10 2 0.03 ] 0.3 1 0.3 0.2
1101 0.18 136 5 0.47 135 3.9 106 10.35 9.3
1102 0.15 128 9 0.48 137 4.2 109 10.6 8.5
Female 1103 0.12 127 12 0.49 137 3.9 109 10.6 9.4
1104 0.15 139 10 0.41 136 4.0 107 10.3 9.2
1105 0.14 132 7 0.48 136 4.6 108 10.6 9.2
1106 0.20 126 9 0.55 138 4.0 108 10.3 8.9
Mean 0.16 131 9 0.48 137 4.1 108 10.5 9.1
S.D. 0.03 5 2 0.04 1 0.3 1 0.1 0.3




Appendix 63

Blood chemical findings of new born rats administered crally with Phenol, p-{¢a, a-dimethylbenzyl) for 18 days

B-4313

Dose (mg/kg) 30

GOT GPT LDH AlpP v —GTP TP Albumin A/G T.cho TG PL

Sex Animal
number IU/L IU/L I0/L 1U/L IU/L g/dL g/dL mg/dL mg/dL mg/dL
2001 59 42 70 668 1.8 4.7 3.0 1.76 85 97 125
2002 85 39 54 700 1.9 4.8 3.1 1.82 90 105 130
Male 2003 98 43 57 727 2.0 4.7 3.0 1.76 91 95 131
2004 g8 40 63 728 1.8 4.9 3.0 1.58 68 77 110
2005 105 49 50 638 2.1 4.9 2.9 1.45 77 117 127
2006 92 37 71 642 2.1 5.0 3.1 1.63 82 52 135
Mean 30 42 61 684 2.0 4.8 3.0 1.67 82 91 126
S.D. i6 4 9 40 0.1 0.1 0.1 0.14 9 23 9
2101 80 38 51 708 2.7 5.0 3.0 1.50 93 84 134
2102 78 28 54 674 2.4 5.2 3.3 1.74 100 87 147
Female 2103 78 29 54 626 2.5 4.9 3.1 1.72 81 96 122
2104 24 31 62 633 2.0 5.0 3.1 1.63 84 67 140
2105 102 43 56 651 1.7 4.6 2.6 1.30 69 90 129
2106 89 26 46 638 1.7 5.2 3.2 1.60 06 92 151
Mean 87 33 54 655 2.2 5.0 3.1 1.58 87 86 137
S.D. 10 T 5 31 0.4 0.2 0.2 0.16 11 10 11




Appendix 64

Blood chemical findings of new born rats administered orally with Phenol, p-{ @, a-dimethylbenzyl) for 18 days

B-4313

Dose (uwg/kg) 30

T.bili- Glucose BUN Crea-~ Na K Ccl Ca P

Sex Animal rubin tinine
number mg/dL mg/dL mg/dL mg/dL mmol/L mmol /L mmol/L mg/dL mg/dL
2001 0.15 124 6 0.49 136 4.0 107 10.1 8.8
2002 0.18 117 4 0.44 137 3.4 108 10.3 7.7
Male 2003 0.21 125 8 0.435 136 4.0 107 10.2 9.4
2004 0.18 121 5 0.45 138 3.9 109 10.1 8.8
2005 0.16 140 4 0.45 137 3.9 109 10.3 8.4
2006 0.18 119 5 0.48 136 3.6 106 10.4 8.5
Mean 0.18 124 5 .46 137 3.8 108 10.2 8.6
S.D. 0.02 8 2 0.02 1 0.2 1 0.1 0.6
2101 0.15 100 11 0.47 135 4.2 105 10.8 8.9
2102 0.15 139 9 0.49 138 3.9 110 10.2 8.8
Fcmale 2103 0.16 137 11 0.46 137 4.4 111 10.2 9.1
2104 0.16 121 6 0.44 137 4.1 108 10.6 8.8
2105 0.13 163 11 0.51 136 3.8 106 10.5 8.8
2106 0.19 136 8 .46 138 3.8 109 10.3 8.8
Mean 0.16 133 9 0.47 137 4.0 108 10.4 8.9
S.D. 0.02 21 2 0.02 1 0.2 2 0.2 0.1




B-4313

Appendix 65 Blood chemical findings of new born rats administered orally with Phenol, p-{ ¢, @-dimethylbenzyl) for 18 days

Dose (mg/kg) : 100

GOT GPT LDH AlP 7 —GTP TP Albumin A/G T.cho TG PL
Sex Animal
number IU/L 1u/L 1U/L 1u/L 1U/L g/dL g/dL mg/dL mg/dl. mg/dL
3001 94 50 79 709 1.8 4.5 2.9 1.81 71 78 126
3002 58 37 77 8679 1.8 4.5 3.0 2.00 69 104 113
Male 3003 76 35 63 583 2.1 4.7 3.1 1.94 103 T4 159
3004 76 37 69 681 1.6 4.9 3.0 1.58 65 79 104
3005 95 37 69 578 1.8 4.7 2.9 1.61 69 61 111
3006 87 41 63 744 2.4 4.8 3.0 1.67 85 79 132
Mean 81 40 70 662 1.9 4.7 3.0 1.77 77 79 124
S.D. 14 6 7 68 0.3 0.2 0.1 0.18 14 14 20
3101 78 35 50 652 2.3 4.9 3.2 1.88 94 71 137
3102 85 26 44 624 2.5 5.5 3.5 1.75 111 108 156
Female 3103 71 30 59 501 2.4 5.1 3.2 1.68 101 66 132
3104 61 29 62 612 2.0 5.2 3.2 1.60 76 93 120
3105 95 33 54 744 0.8 5.0 2.8 1.27 80 65 139
3108 93 32 52 823 1.6 5.3 3.2 1.52 97 169 169
Mean 81 31 54 659 1.9 5.2 3.2 1.62 93 95 142
S.D. 13 3 6 112 0.6 0.2 0.2 0.21 13 40 18




Appendix 66

Blood chemical findings of new born rats administered orally with Phenol, p-( ¢,

a-dimethylbenzyl) for 18 days

B-4313

Dose (mg/kg) 100

T.bili- Glucose BUN Crea- Na K C1 Ca P

Sex Animal rubin tinine
number mg/dL mg/dL mg/dL mg/dL mmol/L mimol /1. mmol/L mg/dL mg/dL
3001 0.18 118 6 0.48 136 3.2 107 9.7 8.6
3002 0.18 125 5 0.44 137 3.6 106 10.0 8.6
Male 3003 0.17 118 6 0.40 138 3.9 107 10.1 8.6
3004 Q.16 126 6 0.44 139 3.5 111 10.1 8.2
3005 0.15 123 4 0.43 137 3.9 108 10.1 8.2
3006 0.17 116 7 0.55 139 3.8 107 10.3 9.0
Mean 0.17 121 6 0.46 138 3.7 108 10.1 8.5
S.D. 0.01 4 1 .05 1 0.3 2 0.2 0.3
3101 0.21 129 9 0.51 137 3.8 107 10.5 8.7
3102 0.13 99 8 0.48 138 4.1 108 10.6 3.0
Female 3103 0.19 111 T 0.62 137 3.9 108 10.3 8.6
3104 0.18 121 5 0.47 136 3.8 108 10.3 8.9
3105 0.17 171 12 0.55 139 4.1 107 10.9 9.1
3106 0.24 108 8 0.57 138 3.6 107 10.6 9.5
Mean 0.18 123 8 0.52 138 3.9 108 10.5 9.0
S.D. 0.04 26 2 0.04 1 0.2 1 0.2 0.3




B-4313

Appendix 67 Blood chemical findings of new born rats administered orally with Phenol, p-( @, @-dimethylbenzyl) for 18 days

Dose (mg/kg) : 300

GOT GPT L.DH AlP v —GTP TP Albumin A/G T.cha TG PL
Sex Animal
number 1U/L 1U/L IU/L IU/L Iy/L g/dL g/dL mg/aL mg/dL mg/dL
4001 81 39 77 549 1.7 5.2 3.2 1.60 122 122 172
4002 71 40 47 492 2.0 5.2 3.1 1.48 99 140 161
Male 4003 80 43 52 652 1.8 4.9 3.1 1.72 78 55 114
4004 76 36 76 770 1.4 4.8 3.0 1.67 84 114 148
4005 73 42 65 626 1.8 4.8 3.1 1.82 99 188 159
4006 80 38 57 746 2.1 4.9 3.2 1.88 86 80 146
Mean 77 40 62 639 1.8 5.0 3. 1.70 95 117 150
S.D. 4 3 12 108 0.2 0.2 0.1 0.15 16 47 20
4101 90 36 52 684 1.8 5.4 3.4 1.70 98 122 153
4102 91 32 52 484 2.4 5.4 3.5 1.84 113 83 160
Female 4103 69 27 38 508 2.0 5.6 3.5 1.67 118 74 163
4104 94 32 53 636 2.0 5.0 3.2 1.78 77 85 117
4105 105 39 50 866 1.6 5.3 3.0 1.30 83 56 147
4106 T4 32 47 500 1.4 5.3 2.9 1.21 a9 52 155
Mean 87 33 49 613 1.9 5.3 3.3 1.58 98 75 149
S.D. 13 4 6 148 0.4 0.2 0.3 0.28 16 26 17




Appendix 68

Blood chemical findings of new born rats administered orally with Phenol, p-(a,

a@-dimethylbenzyl) for 18 days

B-4313

Dose (mg/kg) 300

T.bili- Glucose BUN Crea- Na K ClL Ca P

Sex Animal rubin tinine
number mg/dL mg/dL mg/dL mg/dL mmo1 /L mmol/L mmol/L mg/dL mg/dL
4001 0.15 106 8 0.52 135 3.9 106 10.2 9.1
4002 0.21 71 8 0.55 137 3.4 108 10.8 9.1
Male 4003 0.17 109 7 0.47 138 3.7 107 10.1 8.8
4004 0.17 103 7 0.45 138 3.7 107 10.2 9.9
4005 0.23 108 4 0.52 139 3.6 108 10.3 g.1
40086 0.22 94 8 0.55 138 3.4 107 10.4 10.0
Mean 0.19 99 7 0.51 138 3.6 107 10.3 9.3
S.D. 0.03 15 2 0.04 1 0.2 1 0.3 0.5
4101 0.18 109 11 0.52 137 3.8 107 10.7 8.6
4102 0.15 114 10 0.51 138 3.7 106 10.3 9.2
Female 4103 0.12 121 12 0.49 137 4.0 108 10.7 8.7
4104 0.15 71 11 0.46 137 3.9 106 10.6 9.3
4105 0.15 167 14 0.556 138 3.7 107 10.5 9.1
4106 0.24 100 15 0.53 134 3.2 105 10.7 9.0
Mean 0.17 114 12 0.51 137 3.7 107 10.6 9.0
S.D. 0.04 31 2 0.03 1 0.3 1 0.2 0.3




B-4313

Appendix G9 Blood chemical findings of new born rats administered orally with Phenol, p-{ . a-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

GOT GPT LDH AlP 7 —GTP TP Albumin A/G T.cho TG PL
Sex Animal
number IU/L 1U/L IU/L 1U/L IU/L g/dL g/dL mg/dL mg/dL mg/dL
1007 46 33 46 274 2.9 6.8 3.7 1.19 60 61 97
1008 51 26 29 248 2.6 7.3 3.9 1.15 63 62 94
Male 1009 56 31 33 247 2.2 7.4 4.1 1.24 61 62 87
1010 44 30 29 275 2.9 7.3 3.8 1.09 78 90 115
1011 48 29 28 245 2.3 7.8 3.9 1.15 61 71 95
1012 53 31 27 219 1.3 T.1 3.7 1.09 63 118 112
Mean 50 30 32 251 .4 7.2 3.9 1.15 64 77 100
5.D. 5 2 7 21 .6 0.2 0.2 0.06 7 23 11
1107 45 28 26 173 2.3 7.6 4.1 1.17 89 53 151
1108 42 26 26 116 1.8 7.9 4.3 1.18 86 41 166
Female 1109 51 30 33 151 2.9 7.3 3.7 1.03 94 85 162
1110 48 30 23 133 2.8 6.8 3.6 1.13 62 33 108
1111 43 39 T4 194 2.8 7.2 3.7 1.08 69 48 115
1112 40 i8 18 114 0.9 8.4 4.5 1.15 76 36 144
Mean 45 29 33 147 2.3 7.5 4.0 1.12 79 49 141
S.D. 4 7 21 32 0.8 0.6 0.4 0.06 12 19 25




B-4313

Appendix 70 Blood chemical findings of new born rats administered orally with Phenol, p-{ ¢, «@-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

T.bili- Glucose BUN Crea- Na K Cl Ca P
Sex Animal rubin tinine
number mg/dL mg/dL mg/dL mg/dL mmol/L mmol/L mmol/L mg/dL mg/dL
1007 0.07 146 14 0.55 1486 3.9 106 10.3 7.4
1008 0.08 143 13 0.77 144 3.5 110 10.0 7.6
Male 1009 0.07 158 16 0.68 143 3.3 109 10.7 8.1
1010 0.06 148 i3 0.69 143 3.3 108 10.4 8.3
1011 0.08 145 15 .60 145 3.4 109 10.4 8.0
1012 0.07 170 13 0.68 144 3.7 109 10.3 7.8
Mean 0.07 152 14 0.66 145 3.5 109 10.4 7.9
S.D. 0.01 10 1 0.08 1 0.2 1 0.2 0.3
1107 0.07 116 16 0.72 143 3.2 112 10.1 5.7
1108 0.09 127 11 0.60 141 3.6 111 10.1 6.7
Female 1109 0.09 121 13 0.60 141 3.2 108 10.1 7.6
1110 0.05 109 15 0.53 142 3.7 108 9.9 7.8
1111 Q.07 129 18 0.635 142 4.2 109 9.8 9.7
1112 0.06 117 14 0.53 144 3.5 109 10.7 7.4
Mean 0.07 120 15 0.61 142 3.6 110 10.1 7.5
S.D. 0.02 7 2 0.07 1 0.4 2 0.3 1.




B-4313

Appendix 71 Blood chemical findings of new born rats administered orally with Phenol, p~( @, @-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 30

GOT GPT LDH AlP ¥ —GTP TP Albumin A/G T.cho TG PL,
Sex Animal
number IU/L /L 1U/L IU/L Iu/L g/dL g/dL mg/dl. mg/dL mg/dL
2007 39 29 35 284 2.9 7.3 4.0 1.21 82 125 126
2008 52 22 30 211 2.9 .9 3.8 1.23 50 48 73
Male 2009 55 42 26 284 2.5 7.1 4.0 1.29 56 58 89
2010 49 28 25 319 2.1 7.3 3.8 1.09 55 121 06
2011 54 37 22 171 2.9 7.3 3.6 0.97 64 68 99
2012 54 32 29 203 1.7 7.7 3.7 0.93 87 141 140
Mean 51 32 28 245 2.5 7.3 3.8 1.12 66 94 104
S.D. 6 T 5 [53:1 0.5 3 0.2 0.15 15 40 25
2107 51 24 17 179 2.5 7.5 3.8 1.03 72 36 118
2108 51 22 35 199 3.1 7.0 3.6 1.06 81 32 124
Female 2109 50 26 29 154 2.3 6.8 3.7 1.19 94 48 162
2110 46 35 17 151 2.1 7.5 4.1 1.21 68 38 118
2111 62 35 33 173 1.3 7.4 4.2 1.31 76 44 143
2112 43 21 14 175 1.1 T.4 3.9 1.11 57 37 113
Mean 51 27 24 172 2.1 7.3 3.9 1.15 75 39 130
S.D. 6 6 9 18 0.8 0.3 0.2 0.10 12 6 13




B-4313

Appendix 72 Blood chemical findings of new born rats administered orally with Phenol, p-(a, a-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 30

T.bili- Glucose BUN Crea- Na K Ccl1 Ca P
Sex Animal rubin tinine
number mg/dL mg/dL mg/dL mg/dL mmol/L mmol/L mmol/L mg/dL mg/dL
2007 0.08 147 13 0.63 144 3.6 1086 10.4 7.2
2008 0.06 151 15 0.63 144 3.6 111 9.8 7.7
Male 2009 0.06 130 12 0.58 142 3.4 106 10.5 8.0
2010 0.07 142 17 0.65 143 3.6 108 10.6 8.4
2011 0.086 136 16 0.55 144 3.8 108 10.6 8.2
2012 0.08 140 14 0.57 142 3.6 110 10.3 7.5
Mean 0.07 141 15 0.60 143 3.6 108 10.4 7.8
S.D. 0.01 8 2 0.04 1 0.1 2 0.3 0.5
2107 0.05 131 18 0.64 142 3.4 114 9.9 6.6
2108 0.07 126 12 0.62 142 3.7 112 9.9 6.2
Female 2109 0.07 131 16 0.65 142 3.4 111 9.9 6.9
2110 0.05 108 14 0.8638 144 3.4 109 10.0 7.0
2111 0.06 112 16 0.58 142 3.4 110 10.3 7.7
2112 0.03 126 14 0.59 141 3.6 111 10.0 7.8
Mean 0.06 122 15 0.60 142 3.5 111 10.0 7.0
S.D. 0.01 10 2 0.04 1 0.1 2 0.2 0.




Appendix 73 Blood chemical findings of new bhorn rats administered orally with Phenol, p-( o,
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 100

a-dimethylbenzyl) for 18 days

B-4313

GOT GPT Lpu AlP v —~GTP TP Albumin A/G T.cho TG PL
Sex Animal
number /L TU/L 1U/1. IU/L U/ g/dL g/dL mg/dL mg/dL mg/dL
3007 55 28 26 2908 2.3 7.0 3.9 1.26 58 108 99
3008 56 34 33 288 3.0 7.1 3.8 1.15 79 65 111
Male 3009 65 35 35 254 2.3 7.3 3.8 1.09 54 99 97
3010 55 34 23 248 2.0 T.2 3.7 1.06 63 68 08
3011 62 34 27 272 1.4 7.3 3.7 1.03 62 84 111
3012 48 30 15 223 1.7 7.2 3.8 1.12 76 97 117
Mean 57 33 27 264 2.1 7.2 3.8 1.12 65 87 108
S.D. 6 3 7 28 0.6 0.1 0.1 0.08 10 18 9
3107 52 28 17 130 2.1 7.4 3.9 1.11 98 58 159
3108 56 23 22 213 2.2 7.6 3.8 1.00 88 54 148
Female 3109 43 23 21 100 1.7 8.7 4.4 1.02 107 58 185
3110 61 29 28 145 3.0 7.6 3.8 1.00 84 28 130
3111 57 37 16 121 1.8 7.4 3.8 1.06 108 41 161
3112 46 24 16 161 0.8 7.8 4.1 1.11 100 28 174
Mean 53 27 20 145 1.9 7.8 4.0 1.05 a8 45 160
5.D. T 5 5 39 0.7 0.5 0.2 0.05 10 14 19




B-4313

Appendix 74 Blood chemical findings of new born rats administered orally with Phenol, p-{a, a-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 100

T.bili- Glucose BUN Crea- Na K C1 Ca P
Sex Animal rubin tinine
number mg/dL mg/dL mg/dL mg/dL mmol/L mmol /L mmol/L mg/dL mg/dL
3007 0.10 141 19 0.62 145 3.9 108 10.7 7.8
3008 0.06 133 14 0.66 143 3.1 109 10.2 8.0
Male 3009 0.09 146 19 0.70 143 3.6 107 10.5 7.3
3010 0.06 130 14 0.864 144 3.4 109 10.4 8.0
3011 0.08 138 13 0.53 143 3.6 106 10.3 7.3
3012 0.07 148 15 0.72 144 3.4 109 10.6 8.7
Mean 0.08 139 16 0.65 144 3.5 108 10.5 7.9
S.D. 0.02 T 3 0.07 1 0.3 1 0.2 0.5
3107 0.08 124 15 0.56 143 3.3 112 9.9 6.6
3108 0.08 138 15 0.61 141 3.7 111 10.2 7.0
Female 3109 0.06 124 15 0.62 141 3.6 110 10.7 5.9
3110 0.02 117 17 0.62 143 3.8 109 10.2 7.6
3111 0.07 134 14 0.57 139 3.8 108 9.9 7.2
3112 0.14 118 i7 0.58 142 4.0 110 10.1 6.7
Mean 0.08 126 16 0.59 142 3.7 110 10.2 6.8
S.D. 0.04 8 1 0.03 2 0.2 1 0.3 0.6




B-4313

Appendix 75 Blood chemical findings of new born rats administered orally with Phenol, p-{ @, «a-dimethylbenzyl) for 18 davs
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 300

GOT GPT I.DH AlP v —GTP TP Albumin A/G T.cho TG Pl
Sex Animal
number 1u/L 10/L 1U/L Iu/L 1U/L g/dL g/dL mg/dL mg/dL mg/dL
4007 59 28 33 252 1.9 7.0 3.8 1.19 82 219 145
4008 53 23 32 211 1.7 7.5 4.0 1.14 63 118 108
Male 4009 56 38 22 282 2.0 6.8 3.8 1.27 74 68 112
4010 64 43 25 286 2.5 6.8 3.5 1.06 59 68 92
4011 40 24 10 245 1.4 7.2 3.8 1.12 75 139 121
4012 53 26 11 252 1.7 7.0 3.7 1.12 64 64 101
Mean 54 30 22 255 1. 7. 3.8 1.15 70 113 113
S.D. 8 8 10 27 0.4 0. 0.2 0.07 9 61 18
4107 43 25 14 129 1.4 8.1 4.4 1.19 125 53 209
4108 44 25 17 133 2.0 7.5 4.0 1.14 54 48 109
Female 4109 56 35 25 143 1.8 8.5 4.8 1.30 118 45 197
4110 60 50 16 87 2.2 7.7 4.0 1.41 97 49 171
4111 37 31 41 106 0.4 8.7 4.6 1.12 152 105 266
4112 51 31 22 129 0.4 8.4 4.6 1.21 148 45 242
Mean 49 33 23 121 1.4 8.2 4.5 1.23 116 58 199
S.D. 9 9 10 21 0.8 0.3 0.3 0.11 36 23 55




B-4313

Appendix 76 Blood chemical findings of new born rats administered orally with Phenol, p-{a. a-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 300

T.bili- Glucose BUN Crea- Na K Cl Ca P
Sex Animal rubin tinine
number mg/dL mg/dL mg/dL mg/dL mmol /L mmol/L mmol/L mg/dL mg/dL
4007 0.10 155 17 0.67 142 3.9 106 10.4 7.4
4008 0.08 179 16 0.84 143 3.1 107 10.7 7.9
Male 4009 0.05 148 15 0.59 143 3.5 110 10.0 8.3
4010 0.05 122 16 0.58 144 3.7 109 10.2 8.3
4011 0.09 143 15 0.57 145 3.6 108 10.4 8.2
4012 0.06 151 17 0.54 143 3.5 109 8.9 8.7
Mean 0.07 150 16 0.63 143 3.6 108 10.1 8.1
S.D. 0.02 18 1 Q.11 1 0.3 1 0.6 0
4107 0.08 136 15 0.589 144 3.7 113 10.4 6.3
4108 0.05 142 17 0.68 143 3.6 113 10.0 6.0
Female 4109 0.08 127 19 G.53 146 3.5 107 11.0 7.8
4110 0.06 120 16 0.59 146 3.2 106 10.8 8.8
4111 0.11 145 19 0.63 142 3.6 109 10.9 6.8
4112 0.07 126 24 0.58 143 3.9 110 10.5 7.0
Mean 0.08 133 18 0.60 144 3.6 110 10.6 7.1
S$.D. 0.02 10 3 0.05 2 0.2 3 0.4 1.0




B-4313

Appendix 77 Absolute and relative organ weights of new born male rats administered orally with Phenol, p-( @, ¢a-dimethylbenzyl) for 18 days

Dose (mg/kg) : O

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number g g(g/100g BW) mg(mg/100g BW) mng(mg/100g BW) mg(mg/100g BW) wmg(mg/100g BW) mg(mg/100g BW) g(g/100g BW) g{g/100g BW)
1001 59.8 1.56 3.7 1.7 1.6 3.3 242 0.28 0.44
1002 58.4 1.59 3.6 2.7 3.1 5.8 228 0.28 0.44
Absolute 1003 57.5 1.53 3.1 3.7 3.2 6.9 187 0.29 0.43
1004 59.3 1.64 2.8 2.3 2.7 5.0 182 0.30 0.44
1003 62.0 1.51 2.0 3.0 1.6 4.6 184 0.35 0.45
1006 53.7 1.53 3.4 3.0 2.8 5.8 201 0.27 0.38
Mean 58.5 1.56 3.1 2.7 2.5 5.2 204 0.30 0.43
$.D. 2.8 0.05 .8 0.7 0.7 1.2 25 0.03 0.03
1001 2.61 6.2 2.8 2.7 5.3 405 0.47 0.74
1002 2.72 6.2 4.6 5.3 9.9 390 0.48 0.75
Relative 1003 2.66 5.4 6.4 5.6 12.0 325 0.50 0.75
1004 2.77 4.1 3.9 4.6 8.4 307 0.51 0.74
1005 2.44 3.2 4.8 2.6 7.4 297 0.56 0.73
1006 2.85 6.3 5.6 5.2 10.8 374 0.50 0.71
Mean 2.68 5.3 4.7 4.3 9.0 350 0.50 0.74
S.D. 0.14 .2 1.3 1.3 2.4 46 0.03 0.02




Appendix 78

Dose (mg/kg) : O

B-4313

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-{a, a-dimethylbenzyl) for 18 days

Liver Spleen Kidney Kidpney Kidney Adrenal Adrenal Adrenal

Animal (R} (L) (R+L) (R) (L) (R+L)

number g(g/100g BW) g(g/100g BW) g(g/100g BW) g(g/100g BW) g(g/100g BW) mg{mg/100g BW) mg(mg/100g BW) mg(mg/100g B¥)

1001 1.66 0.21 0.32 0.32 0.64 8 8 16

1002 1.64 0.24 0.33 0.33 0.66 9 10 19

Absolute 1003 1.63 0.28 0.28 0.28 0.54 T 7T 14
1004 1.74 0.33 0.31 0.30 0.61 8 7 15

1005 1.75 0.25 0.29 0.28 0.57 7 7 14

1006 1.57 0.18 0.29 0.28 0.57 9 9 18

Mean 1.87 0.25 0.30 0.30 0.60 8 8 16

S.D. 0.07 0.05 0.02 0.03 0.05 1 1 2

1001 2.78 0.35 0.54 0.54 1.07 13 13 27

1002 2.81 0.41 0.57 0.57 1.13 15 17 33

Relative 1003 2.83 0.49 0.49 0.45 0.94 12 12 24
1004 2.93 0.56 0.52 0.51 1.03 13 12 25

1005 2.82 0.40 0.47 0.45 0.92 11 11 23

1006 2.92 0.34 0.54 0.52 1.06 17 17 34

Mean 2.85 0.43 0.52 0.51 1.03 14 14 28

S.D. 0.06 0.09 0.04 0.05 0.08 2 3 5




Appendix 79

B-4313

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-{a, a~dimethylbenzyl) for 18 days

Dose (mg/kg) : O

Testis Testis Testis Epididynis Epididymis Epididymis

Animal (R) (L) (R+L) {R} (L) (R+L)

number g(g/100g BW) g(g/100g BW) g(g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/10Cg BW)

1001 0.16 0,15 0.31 24 23 47

1002 0.15 0.15 0.30 21 21 42

Absolute 1003 0.17 0.17 0.34 25 25 50
1004 0.16 0.16 0.32 26 24 50

1005 0.16 0.16 0.32 25 28 53

1008 0.14 0.13 0.27 20 19 39

Mean 0.186 0.15 0.31 24 23 47

S.D. 0.01 0.01 0.02 2 3 5

1001 0.27 0.25 0.52 40 38 79

1002 0.26 0.26 .51 36 36 72

Relative 1003 0.30 0.30 0.59 43 43 87
1004 0.27 0.27 0.54 44 40 84

1005 0.26 0.26 0.52 40 45 85

1006 0.26 0.24 0.50 37 35 73

Yean 0.27 0.26 0.53 40 40 80

S.D 0.02 0.02 0.03 3 4 6




B-4313

Appendix 80 Absolute and relative organ weights of new born male rats administered orally with Phenol, p-{ @, a-dimethylbenzyl) for 18 days

Dose (mg/kg) : 30

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal {R) (L) (R+L)
number £ g(g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) ng{mg/100g BW) mg(mg/100g BW) g(g/100g BW) g(g/100g BW)
2001 57.2 1.69 2.5 2.0 2.1 4.1 223 0.31 0.46
2002 55.9 1.59 2.9 3.4 2.5 5.9 174 0.27 0.42
Absolute 2003 53.2 1.54 3.6 4.6 4.5 9.1 2086 0.31 0.42
2004 35.6 1.58 2.3 3.0 2.6 5.6 183 0.28 0.40
2005 64.3 1.45 3.0 3.2 3.2 6.4 266 0.34 0.50
2006 52.2 1.54 3.0 2.6 2.4 5.0 154 0.27 0.41
Mean 56.4 1.57 2.9 3.1 .9 6.0 201 0.30 0.44
S.D. 4.3 0.08 0.5 0.9 .9 1.7 40 0.03 0.04
2001 2.95 4.4 3.5 3.7 7.2 390 0.54 0.80
2002 2.84 5.2 6.1 4.5 10.6 311 0.48 0.75
Relative 2003 2.89 6.8 8.6 8.5 17.1 387 0.58 0.79
2004 2.84 4.1 5.4 4.7 10.1 329 0.50 0.72
2005 2.26 4.7 5.0 5.0 10.0 414 0.53 0.78
2006 2.95 5.7 5.0 4.6 9.6 295 0.52 0.79
Mean 2.79 5.2 5.6 5.2 10.8 354 0.53 0.77
S.D. 0.26 1.0 1.7 1.7 3.3 49 0.03 0.03




Appendix 81

Dose (mg/kg) : 30

B-4313

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-( @, ¢-dimethylbenzyl) for 18 days

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+L) (R) (L) (R+L)

number g(g/100g BW) z(g/100g BY) g(g/100g BW) g(g/100g BW) g{g/100g BW) wg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW)

2001 1.73 0.27 0.35 0.31 0.66 7 9 16

2002 1.65 0.21 0.31 0.31 0.62 6 5 11

Absolute 2003 1.53 0.17 0.31 0.29 0.60 7 8 15
2004 1.59 0.27 .31 .30 0.61 6 7 13

2005 2.00 0.25 0.34 0.32 0.66 10 9 19

2006 1.47 0.21 0.28 0.26 0.54 8 9 17

Mcan 1.66 0.23 0.32 .30 0.62 7 8 15

5.D. 0.19 0.04 0.03 0.02 0.04 2 2 3

2001 3.02 0.47 0.61 0.54 1.15 12 16 28

2002 2.95 0.38 0.55 0.55 1.11 11 9 20

Relative 2003 2.88 0.32 0.58 0.55 1.13 13 15 28
2004 2.86 0.49 0.56 0.54 1.10 11 13 23

2005 3.11 0.39 0.53 0.50 1.03 16 14 30

2008 2.82 0.40 0.54 0.50 1.03 15 17 33

Mean 2.94 0.41 0.56 0.53 1.09 13 14 27

s.D. 0.11 0.06 0.03 .02 0.05 2 3 5




Appendix 82

B-4313

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-(a, a-dimethylbenzyl) for 18 days

Dose (mg/kg) : 30

Testis Testis Testis Epididymis Epididymis Epididymis

Animal (R) (L) {R+l.) (R) (1.) (R+L)

number g(g/100g BW) g(g/100g BW) g(g/100g BW) mg(mg/100g B¥) mg(mg/100g BW) mg(mg/100g BY)

2001 0.16 0.16 0.32 25 24 49

2002 0.16 0.16 0.32 23 23 46

Absolute 2003 0.15 0.14 0.29 26 27 53
2004 0.16 0.16 0.32 21 23 44

2005 0.17 0.18 0.35 29 29 58

2006 0.13 0.13 0.26 20 18 38

Mean 0.16 0.16 0.31 24 24 48

S.D. 0.01 0.02 0.03 3 4 7

2001 0.28 0.28 (.58 44 42 86

2002 0.29 0.29 0.57 41 41 82

Relative 2003 0.28 0.26 0.55 49 51 100
2004 0.29 0.29 0.58 38 41 79

2005 0.26 0.28 0.54 45 45 90

2006 0.25 0.25 0.50 38 34 73

Mean 0.28 0.28 0.55 43 42 85

S.D. 0.02 0.02 0.03 4 6 9




B-4313

Appendix 83 Absolute and relative organ weights of new borp male rats administered orally with Phenol, p-( @, a-dimethylbenzyl) for 18 days

Dose {(mg/kg) : 100

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
nunber g g(g/100g BY) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mng(mg/100g BW) wmg(mg/100g BW) g(g/100g BY) g(g/100g BW)
3001 56.0 1.56 2.3 3.0 3.2 6.2 180 0.30 0.43
3002 56.6 1.60 2.7 2.8 2.9 5.7 206 0.29 0.41
Absolute 3003 52.7 1.52 3.2 3.6 3.2 6.8 202 0.29 0.41
3004 56.7 1.62 2.4 2.5 2.8 5.3 226 0.31 0.45
3005 62.7 1.60 2.5 4.7 3.7 8.4 265 0.29 0.46
3006 55.5 1.49 2.0 3.5 2.5 6.0 189 0.31 0.45
Mean 56.7 1.57 2.5 3.4 3.1 6.4 211 0.30 .44
S.D. 3.3 0.05 0.4 0.8 0.4 1.1 31 0.01 0.02
3001 2.79 4.1 5.4 2.7 11.1 321 0.54 0.77
3002 2.83 4.8 4.9 5.1 10.1 364 0.51 0.72
Relative 3003 2.88 6.1 6.8 6.1 12.9 383 0.55 0.78
3004 2.88 4.2 4.4 4.9 9.3 399 0.55 0.79
3005 2.55 4.0 7.5 5.9 13.4 423 0.46 0.73
3006 2.68 3.6 6.3 4.5 10.8 341 0.56 0.81
Mean 2.77 4.5 5.9 5.4 11.3 372 0.53 0.77
S.D. 0.13 0.9 1.2 0.6 1.6 38 0.04 0.04




Appendix 84

Dose (mg/kg) : 100

B-4313

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-{ . ¢~-dimethylbenzyl) for 18 days

Liver
Animal
number g(g/100g BW)

Spleen

g(g/100g BW)

Kidney

(R)

gl(g/100g BY)

Kidney

(L)

glg/100g BW)

Kidney
{R+L)
g(g/100g BW)

Adrepal
(R)
ng(mg/100g B¥)

Adrenal
(L)
mg(mg/100g BW)

Adrenal
(R+1.)
mg(mg/100g BW)

3001 1.1 0.23 0.30 0.27 0.57 6 ] 11
3002 1.63 0.21 0.38 0.32 0.70 8 7 15
Absolute 3003 1.51 0.20 0.26 0.26 0.52 8 8 16
3004 1.68 0.25 0.30 0.30 0.60 7 7 14
3005 1.71 0.19 0.30 0.29 0.59 7 8 15
3006 1.65 0.25 0.33 0.30 0.63 10 10 20
Mean 1.65 0.22 0.31 0.29 0.60 8 8 15
5.D. 0.07 0.03 0.04 0.02 0.06 1 2 3
3001 3.05 0.41 0.54 0.48 1.02 11 9 20
3002 2.92 0.37 0.67 0.57 1.24 14 12 27
Relative 3003 2.87 0.38 0.49 0.49 0.99 15 15 30
3004 2.93 0.44 0.53 0.53 1.06 12 12 25
3005 2.73 0.30 0.48 0.46 0.94 11 13 24
3008 2.97 0.45 0.59 0.54 1.14 18 18 36
Mean 2.91 0.39 0.55 0.51 1.07 14 13 27
S.D. 0.11 0.05 0.07 0.04 0.11 3 3 6




Appendix 85

Dose (mg/kg) : 100

B-4313

Absolute and relative organ weights of new born male rats administered oraliy with Phenol, p-(q, a-dimethyibenzyl)} for 18 days

Testis Testis Testis Epididymis Epididymis Epididymis

Animal (R) (L) (R+L) (R) (L) (R+L)

number g(g/100g BW) g(g/100g BW) g{g/100g BW) mg(mg/100g BW) mg{mg/100g BW) mg(mg/100g BW)

3001 0.15 0.14 0.29 28 28 56

3002 0.15 0.14 0.29 21 22 43

Absolute 3003 .15 0.15 0.30 34 29 63
3004 0.16 0.16 0.32 25 30 55

3005 0.14 0.13 0.27 22 19 41

3006 0.15 0.14 0.29 24 22 46

Mean 0.15 0.14 0.29 26 25 51

S.D. 0.01 0.01 0.02 5 5 9

3001 0.27 0.25 0.52 50 50 100

3002 0.27 0.25 0.51 37 39 78

Relative 3003 0.28 0.28 0.57 65 55 120
3004 0.28 0.28 0.58 44 53 97

3005 0.22 0.21 0.43 35 30 65

3006 0.27 0.25 0.52 43 40 83

Mean 0.27 0.25 0.52 46 45 90

S.D. 0.02 0.03 0.05 11 10 20




B-4313

Appendix 86 Absolute and relative organ weights of new born male rats administered orally with Phenol, p-( @, @a-dimethylbenzyl) for 18 days

Dose (mg/kg) : 300

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number I3 g(g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) g(g/100g BW) g{g/100g BY¥)
4001 59.0 1.54 2.8 3.8 3.3 7.1 188 0.30 0.41
4002 56.7 1.56 3.6 4.3 4.4 8.7 210 0.32 0.43
Absolute 4003 52.8 1.57 4.2 2.2 2.7 4.9 209 0.27 0.38
4004 55.9 1.56 2.5 3.6 3.7 7.3 201 0.31 0.45
4005 57.5 1.49 2.0 4.8 4.6 9.4 228 0.27 0.41
40086 54.3 1.52 2.7 2.5 1.6 4.1 153 0.27 0.38
Mean 56.0 1.54 3.0 3.5 3.4 6.9 198 0.29 0.41
S.D. 2.2 0.03 0.8 1 1.1 2.1 26 0.02 0.03
4001 2.61 4.7 6.4 5.6 12.0 319 0.51 0.69
4002 2.75 6.3 7.6 7.8 15.3 370 0.56 0.76
Relative 4003 2.97 8.0 4.2 5.1 9.3 396 0.51 0.72
4004 2.79 4.5 6.4 6.6 13.1 360 0.55 0.81
4005 2.59 3.5 8.3 8.0 16.3 397 0.47 0.71
40086 2.80 5.0 4.6 2.9 7.6 282 0.50 0.70
Mean 2.75 5.3 6.3 6.0 12.3 354 0.52 0.73
S.D. 0.14 1.6 1.8 1.9 3.4 45 0.03 0.05




Appendix 87

Dose (mg/kg) : 300

B-4313

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-( @, a-dimethylbenzyl) for 18 days

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+L) (R) (L) (R+L)

number g(g/100g BW) g(g/100g BW) g(g/100g BW) g(g/100g BW) g(g/100g B¥) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW)

4001 1.87 0.22 0.79 0.72 1.51 7 6 13

4002 1.63 0.20 0.98 0.90 1.88 7 8 15

Absolute 4003 1.74 0.22 0.56 0.43 0.99 6 6 12
4004 1.82 0.19 0.67 0.64 1.31 8 8 18

4005 1.63 0.20 0.50 0.47 0.97 8 8 18

4006 1.60 0.20 1.05 0.86 1.91 5 5 10

Mean 1.68 0.21 0.76 0.87 1.43 7 7 14

S.D. 0.08 0.01 0.22 0.19 0.41 1 1 2

4001 2.83 0.37 1.34 1.22 2.56 12 10 22

4002 2.87 0.35 1.73 1.59 3.32 12 14 26

Relative 4003 3.30 0.42 1.06 0.81 1.88 11 11 23
4004 3.26 0.34 1.20 1.14 2.34 14 14 29

4005 2.83 0.35 0.87 0.82 1.69 14 14 28

4006 2.95 0.37 1.93 1.58 3.52 ] 9 18

Mean 3.01 0.37 1.36 1.19 2.55 12 12 24

S.D. 0.22 Q.03 0.40 0.35 0.74 2 2 4




Appendix 88

B-4313

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-{ @, g-dimethylbenzyl) for 18 days

Dose (mg/kg) 300

Testlis Testis Testis Epididymis Epididymis Epididymis

Animal (R) (L) (R+L) (R) (L) {R+L)

number ¢g(g/100g BW) g(g/100g BW) glg/100g BY) mg{mg/100g BW) mg(mg/100g BW) mg(mg/100g BW)

4001 0.13 0.13 0.26 21 23 44

4002 0.13 0.13 (.26 25 27 52

Absolute 4003 0.14 0.13 0.27 26 27 53
4004 0.14 0.13 0.27 20 18 38

4005 0.12 0.12 0.24 27 28 55

4008 0.14 0.13 Q.27 21 22 43

Mean 0.13 0.13 Q.26 23 24 48

S.D. 0.01 0.00 0.01 3 4 7

4001 0.22 0.22 0.44 36 39 75

4002 0.23 0.23 0.46 44 48 92

Relative 4003 0.27 0.25 0.51 49 51 100
4004 0.25 0.23 0.48 36 32 68

4005 0.21 0.21 0.42 A7 49 96

4006 0.26 0.24 0.50 39 41 79

Mean 0.24 ¢.23 0.47 42 43 85

S.D. 0.02 0.01 0.03 6 7 13




B-4313

Appendix 89 Absolute and relative organ weights of new born female rats administered orally with Phenol, p-( @, @-dimethylbenzyl) for 18 dayvs

Dose (mg/kg) : O

Body welght Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number g g{g/100g BW) mg(mg/100g BW) mg(mg/100g B¥) mg(mg/100g BW) ng(mg/100g B¥) mg(mg/100g BY) g(g/100g BW) g{g/100g BW)
1101 58.0 1.42 2.1 5.4 4.6 10.0 278 0.30 (.45
1102 51.6 1.50 2.3 3.0 2.5 5.5 226 0.28 0.39
Absolute 1103 49.7 1.48 2.1 2.5 2.5 5.0 149 0.25 0.35
1104 52.4 1.52 3.4 2.7 2.8 5.9 259 (.28 0.36
1105 57.9 1.54 3.5 2.5 2.7 5.2 220 0.28 0.41
1106 53.2 1.55 3.2 5.6 4.9 10.5 190 0.28 0.42
Yean 53.8 1.50 2.8 3.6 3.3 7.0 220 0.28 0.40
S.D. 3.4 0.05 0.7 1.5 1.1 2.8 47 0.02 0.04
1101 2.45 3.6 9.3 7.9 17.2 478 0.52 0.78
1102 2.91 4.5 5.8 4.8 10.7 438 (.54 0.76
Relative 1103 2.98 4.2 5.0 5.0 10.1 300 0.50 0.70
1104 2.90 6.5 5.2 5.3 10.5 494 0.53 0.69
1105 2.66 6.0 4.3 4.7 9.0 380 0.48 0.71
1106 2,91 6.0 10.5 9.2 19.7 357 0.53 0.79
Mean 2.80 5.1 6.7 6.2 12.9 408 0.52 0.74
S.D. 0.20 1 2.6 1.9 4.4 75 0.02 0.04




Appendix 90

Dose (mg/Kkg) : O

B-4313

Absolute and relative organ weights of new born female rats administered orally with Phenol, p-{a, a-dimethylbenzyl) for 18 days

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+L) (R) (L) (R+L)

number g(g/100g BW) g{g/100g BW) g(g/100g BW) g{g/100g BW) g(g/100g BW) mg{mg/100g BW) mg(mg/100g BW) mg(mg/100g BW)

1101 1.78 0.23 0.30 0.28 0.58 8 8 16

1102 1.57 0.17 0.30 0.29 0.59 9 10 19

Absolute 1103 1.41 0.19 0.32 0.30 0.62 8 8 16
1104 1.56 0.23 0.33 0.33 0.66 8 8 16

1105 1.67 0.29 0.29 0.29 0.58 8 9 17

1106 1.61 0.24 0.30 0.30 0.60 7 9 16

Mean 1.60 0.23 0.31 0.30 0.61 8 9 17

S.D. 0.12 0.04 0.02 0.02 0.03 1 1 1

1101 3.07 0.40 0.52 (.48 1.00 14 14 28

1102 3.04 0.33 0.58 0.56 1.14 17 19 37

Relative 1103 2.84 0.38 0.64 0.60 1.25 16 16 32
1104 2.98 0.44 0.63 0.63 1.26 15 15 31

1105 2.88 0.50 0.50 0.50 1.00 14 16 29

11086 3.03 0.45 0.56 0.56 1.13 13 17 30

Mean 2.97 0.42 0.57 0.56 1.13 15 16 31

S.D. 0.09 0.06 0.06 0.08 0.11 1 2 3




Appendix 921

Dose (mg/kg)

B-4313

Absolute and relative organ weights of new born female rats administered orally with Phenol, p-{ @, g-dimethylbenzyl) for 18 days

Ovary Ovary Ovary Uterus
Animal (R) (L) (R+L)
number  mg(mg/100g BW) BW) mg(mg/100g BW) mg(ng/100g BY)
1101 5.6 5.4 11.0 43
1102 4.6 4.0 8.6 38
Absolute 1103 4.7 5.2 9.9 55
1104 4.0 3.7 7.7 35
1105 6.9 5.4 12.3 33
1106 5.3 5.7 11.0 47
Mean 5.2 4.9 10.1 42
S.D. 1.0 0.8 1.7 8
1101 9.7 9.3 19.0 74
1102 8.9 7.8 16.7 74
Relative 1103 9.5 10.5 19.9 111
1104 7.6 7.1 14.7 67
1105 11.9 9.3 21.2 57
1106 10.0 10.7 20.7 88
Mean 9.6 9.1 18.7 79
S.D. 1.4 1.4 2.5 19




B-4313

Appendix 92 Absolute and relative organ weights of new born female rats administered orally with Phenol, p-{a, @-dimethylbenzyl) for 18 days

Dose (mg/kg) : 30

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number g g(g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g B%) mg(mg/100g BY) mg(mg/100g BW) g(g/100g BW) g(g/100g BW)
2101 50.4 1.48 2.8 2.6 2.4 5.0 165 0.28 0.42
2102 53.9 1.43 2.8 2.9 3.0 5.9 242 0.27 0.41
Absolute 2103 47.2 1.49 2.5 2.6 2.4 5.0 199 0.24 0.38
2104 56.5 1.47 2.0 2.4 2.1 4.5 217 0.29 0.40
2105 55.7 1.53 2.9 3.7 3.2 8.9 250 0.28 0.41
2106 48.9 1.42 2.1 2.7 2.2 4.9 223 0.27 0.37
Mean 62.1 1.47 2.5 2.8 2.6 5.4 216 0.27 0.40
S.D. 3.8 0.04 0.4 0.5 0.4 0.9 31 0.02 0.02
2101 2.94 5.6 5.2 4.8 9.9 327 ¢.56 0.83
2102 2.65 5.2 5.4 5.6 10.9 449 0.50 0.76
Relative 2103 3.16 5.3 5.5 5.1 10.86 422 Q.51 0.81
2104 2.60 3.3 4.2 3.7 8.0 384 0.51 0.71
2105 2.75 5.2 6.6 5.7 12.4 449 0.30 0.74
2106 2.90 4.3 5.5 4.5 106.0 456 0.53 0.76
Mean 2.83 4.8 5.4 4.9 10.3 415 0.52 0.77
S.D. 0.21 0.8 0. 0. 1.4 50 0.03 0.04




Appendix 93

Dose (mg/kg) : 30

B-4313

Absolute and relative organ weights of new born female rats administered orally with Phenol, p-( @, @-dimethylbenzyl) for 18 days

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+L) (R) (L) {R+L)

number g{g/100g BW) g(g/100g BW) g(g/100g BW) g{g/100g BW g(g/100g BW) mg(mg/100g BW) mg(mg/100g BY) mg(mg/100g BW)

2101 1.38 0.20 0.27 0.28 0.55 ki 7 14

2102 1.66 0.16 0.28 0.26 0.54 8 9 17

Absolute 2103 1.42 0.19 0.26 0.26 0.52 6 7 13
2104 1.67 0.25 0.30 0.28 0.58 7 8 15

2105 2.07 0.22 0.29 0.30 0.59 8 8 16

2106 1.45 0.17 0.27 0.29 0.56 9 8 17

Mean 1.81 0.20 0.28 0.28 0.56 8 8 15

S.D. 0.26 0.03 0.01 0.02 (.03 1 1 2

2101 2.74 0.40 0.54 0.56 1.09 14 14 28

2102 3.08 0.30 0.52 0.48 1.00 15 17 32

Relative 2103 3.01 0.40 0.55 0.55 1.10 13 15 28
2104 2.96 0.44 0.53 0.50 1.03 12 14 27

2105 3.72 0.39 0.52 0.54 1.06 14 14 29

2106 2.97 0.35 0.55 0.59 1.15 18 16 35

Mean 3.08 0.38 0.54 0.54 1.07 14 15 30

$.D. 0.33 0.05 0.01 0.04 0.05 2 1 3




B-4313

Appendix 94 Absolute and relative organ weights of new born female rats administered orally with Phenol, p-( @, ¢-dimethylbenzyl) for 18 days

Dose (mg/kg) : 30

Ovary Ovary Ovary Uterus
Animal (R) (L) (R+L)
number mg(mg/100g BW) mg(mg/100g BY) ng(mg/100g BW) mng(mg/100g BW)
2101 4.2 2.5 6.7 40
2102 5.4 5.5 10.9 37
Absolute 2103 4.7 4.7 9.4 50
2104 5.2 4.4 9.6 52
2105 5.6 4.4 10.0 54
2106 4.4 4.3 8.7 38
Mean 4.9 4.3 9.2 45
S.b. 0.6 1.0 1.4 8
2101 8.3 5.0 13.3 79
2102 10.0 10.2 20.2 69
Relative 2103 10.0 10.0 19.9 106
2104 9.2 7.8 17.0 92
2105 10.1 7.9 18.0 97
2106 9.0 8.8 17.8 78
Mean 9.4 8.3 17.7 87
S.D. 0.7 1.9 2.5 14




B-4313

Appendix 95 Absolute and relative organ weights of new born female rats administered orally with Phenol, p-(a, a-dimethylbenzyl) for 18 days

Dose (mg/kg) : 100

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R} (L) {R+L)
number g g(g/100g B¥) ng(mg/100g BW) nmg(mg/100g BW) mg(mg/100g B¥) ng(mg/100g BW) mg(mg/100g BW) g(g/100g BW) £{g/100g BW)
3101 52.8 1.42 2.3 2.9 2.9 5.8 217 0.27 0.38
3102 52.8 1.55 3.5 2.5 2.2 4.7 223 0.28 0.40
Absolute 3103 51.1 1.46 2.6 2.9 1.8 4.7 196 0.25 0.36
3104 52.1 1.49 2.0 2.3 2.4 4.7 193 0.26 0.39
3105 61.0 1.51 3.2 3.3 4.5 7.8 262 0.30 0.44
31086 52.4 1.42 3.5 3.7 2.3 6.0 219 0.29 0.42
Mean 53.7 1.48 2.9 2.9 2.7 5.8 218 0.28 0.40
S.D. 3.6 0.05 0.6 0.5 1.0 1.2 25 0.02 0.03
3101 2.69 4.4 5.5 5.5 11.0 411 0.51 0.7
3102 2.94 6.6 4.7 4.2 8.9 422 0.53 0.76
Relative 3103 2.86 5.1 5.7 3.5 9.2 384 0.49 0.70
3104 2.86 3.8 4.4 4.6 9.0 370 0.50 0.75
3105 2.48 5.2 5.4 7.4 12.8 430 0.49 0.72
3106 2.71 6.7 7.1 4.4 11.5 418 0.55 0.80
Mean 2.76 5.3 5.5 4.9 10.4 406 0.51 0.74
S.D. 0.17 1.2 0.9 1.4 1.6 24 0.02 0.04




Appendix 96

Absolute and relative organ weights of new born female rats administered orally with

B-4313

Phenol, p-{a, @-dimethylbenzyl) for 18 days

Dosc (mg/kg) 100

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animat {R) (L) (R+L) (R) (L) {R+L)

number glg/100g BW) g(g/100g BY) g(g/100g BW) g(g/100g BW) g(g/100g BY) mg(mg/100g BW) mg(mg/100g BW) mg{mg/100g BW)

3101 1.51 0.25 0.28 0.28 0.56 8 9 17

3102 1.51 0.23 0.29 0.30 0.59 8 9 17

Absolute 3103 1.52 0.17 0.29 0.28 0.57 8 7 15
3104 1.57 0.21 0.36 0.31 0.67 T 7 14

3105 2.09 0.26 0.31 0.30 Q.61 9 9 18

3106 1.52 0.18 0.29 0.28 0.57 7 7 14

Mean 1.62 0.22 0.30 0.29 0.60 8 8 16

S.D. 0.23 0.04 0.03 0.01 0.04 1 1 2

3101 2.86 0.47 0.53 0.53 1.06 15 17 32

3102 2.86 0.44 0.55 0.57 1.12 15 17 32

Relative 3103 2.97 0.33 0.57 0.33 1.12 16 14 29
3104 3.01 0.40 0.69 0.60 1.29 13 13 27

3105 3.43 0.43 0.51 0.49 1.00 15 15 30

3106 2.80 0.34 0.55 0.53 1.09 13 13 27

Mean 3.01 0.40 0.57 0.55 1.11 15 15 30

S.D. 0.22 0.08 0.06 0.04 0.10 1 2 2
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B-4313

Absolute and relative organ weights of new born female rats administered orally with Phenol, p-( @, g-dimethylbenzyl) for 18 days

Dose (mg/kg) 100

Ovary Ovary Ovary Uterus

Animal (R) (L} (R+L)
number  nmg(mg/100g BW) mg{mg/100g BW) mg(mg/100g BYW) mg(mg/100g BW)
3101 3.4 5.7 9.1 37
3102 5.2 3.2 8.4 41
Absolute 3103 3.8 3.0 6.8 54
3104 3.0 3.4 6.4 47
3105 3.3 3.0 6.3 52
3106 3.4 4.0 7.4 59
Mean 3.7 3.7 7.4 48
S.D. 0.8 1.0 1.1 8
3101 6.4 10.8 17.2 70
3102 9.8 6.1 15.9 78
Relative 3103 7.4 5.9 13.3 106
3104 5.8 6.5 12.3 20
3105 5.4 4.9 10.3 85
3106 6.5 7.6 4.1 113
Mean 6.9 7.0 13.9 90
§.D. 1. 2.1 2.5 16




B-4313

Appendix 98 Absolute and relative organ weights of new born female rats administered orally with Phenol, p-(qa, g-dimethylbenzyl) for 18 days

Dose (mg/kg) : 300

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number g g(g/100g BW) mg{mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) g(g/100g BW) g(g/100g BW)
4101 50.4 1.44 2.3 1.8 2.9 4.7 170 0.29 0.38
4102 53.4 1.45 2.9 3.2 2.6 5.8 205 0.26 0.36
Absolute 4103 48.6 1.48 2.1 2.6 2.8 5.4 197 0.27 0.35
4104 51.3 1.46 3.6 3.4 4.1 7.3 175 0.27 0.38
4105 55.6 1.41 2.9 3.8 3.1 6.9 182 0.30 0.38
4106 42.4 1.41 3.6 2.7 3.2 5.9 111 0.22 0.36
Mean 50.3 1.44 2.9 2.9 3.1 6. 173 0.27 0.37
S.D 4. 0.03 0.6 0.7 0.5 1 33 0.03 0.01
4101 2.86 4.8 3.6 5.8 9.3 337 0.58 0.75
4102 2.72 5.4 6.0 4.9 10.9 384 0.49 0.67
Relative 4103 3.05 4.3 5.3 5.8 11.1 405 0.56 0.72
4104 2.85 7.0 6.6 8.0 14.6 341 0.53 0.74
4105 2.54 5.2 6.8 5.6 12.4 327 0.54 0.68
4106 3.33 8.5 6.4 7.5 13.9 262 0.52 0.85
Mean 2.89 5.8 .8 6.3 12.0 343 0.54 0.74
S.D. 0.27 1.6 1.2 1.2 2.0 50 0.03 0.06




Appendix 99

Absolute and relative organ weights of new born female rats administered orally with

Phenol, p-( @, g-dimcthylbenzyl)

B-4313

for 18 days

Dose (mg/kg) 300

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+L) (R) (L) (R+L)

number g(g/100g BW) g{g/100g BW) g(g/100g BW) glg/100g BW) g{g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW)

4101 1.52 0.18 0.38 0.38 0.76 7 8 15

4102 1.62 0.19 0.44 0.43 0.87 8 8 16

Absolute 4103 1.57 0.16 0.47 0.43 .90 7 8 15
4104 1.49 0.28 0.57 0.52 1.09 5 7 12

4105 2.13 0.22 0.53 0.44 0.97 4 6 10

4106 1.37 0.17 1.28 1.05 2.33 5 6 11

Mean 1.62 0.20 0.61 0.54 1.15 6 7 13

S.D. 0.27 0.04 0.33 0.25 0.59 2 1 2

4101 3.02 0.36 0.75 0.75 1.51 14 16 30

4102 3.03 0.36 0.82 0.81 1.63 15 15 30

Relative 4103 3.23 0.33 0.97 0.88 1.85 14 16 31
4104 2.90 0.55 1.11 1.01 2.12 10 14 23

4105 3.83 0.40 0.95 0.79 1.74 7 11 18

4106 3.23 0.40 3.02 2.48 5.50 12 14 26

Mean 3.21 0.40 1.27 1.12 2.39 12 14 26

S.D. 0.33 0.08 0.87 0.67 1.54 3 2 5
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B-4313

Absolute and relative organ weights of new born female rats administered orally with Phenol, p-(a, ¢-dimethylbenzyl) for 18 days

Dose (mg/kg) 300

Qvary Ovary Ovary Uterus

Animal (R) (L) (R+L)
number mg(mg/100g BW) mg(mg/100g BW) mgi{mg/100g BW) wmg{mg/100g BW)
4101 3.5 4.3 7.8 51
4102 6.2 5.0 11.2 39
Absolute 4103 3.3 4.0 7.3 47
4104 2.3 3.1 5.4 56
4105 3.9 3.6 7.5 48
4106 3.2 2.4 5.6 58
¥can 3.7 3.7 7.5 50
S.D. 1.3 0.9 2.1 K
4101 6.9 8.5 15.5 101
4102 11.6 9.4 21.0 3
Relative 4103 6.8 8.2 15.0 97
4104 4.5 6.0 10.5 109
4105 7.0 6.5 13.5 86
4106 7.5 5.7 13.2 137
Mean 7.4 7.4 14.8 101
S.D. 2.3 1.5 3.5 22




B-4313

Appendix 101 Absolute and relative organ weights of new born male rats administered orally with Phenol, p-{ @, a¢-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R} (L) (R+L)
number g€ g(g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) g(g/100g BW) 2(g/100g BW)
1007 493.9 2.10 14.2 8.1 6.1 14.2 458 1.58 1.58
1008 511.0 1.90 11.0 6.3 6.4 12.7 431 1.50 1.55
Absolute 1009 508.7 2.13 14.5 10.4 6.6 17.0 504 1.49 1.35
1010 480.9 2.07 15.1 7.2 10.3 17.5 425 1.33 1.41
1011 385.9 1.99 11.0 4.9 5.0 9.9 467 1.26 1.14
1012 563.7 2.21 13.4 12.7 9.2 21.9 531 1.70 1.49
Mean 490.7 2.07 13.2 8.3 7.3 15.5 469 1.48 1.45
S.D. 58.6 0.11 1.8 2.8 2.0 4.2 41 0.16 0.17
1007 0.43 2.9 1.6 1.2 2.9 93 0.32 0.32
1008 0.37 2.2 1.2 1.3 2.5 84 0.29 0.30
Relative 1009 0.42 2.9 2.0 1.3 3.3 99 0.29 0.30
1010 0.43 3.1 1.5 2.1 3.6 88 0.28 0.29
1011 0.52 2.9 1.3 1.3 2.6 121 0.33 0.30
1012 0.39 2.4 2.3 1.6 3.9 94 0.30 0.26
Mean 0.43 2.7 1.7 1.5 3.1 97 0.30 0.30
S.D. 0.05 0.4 0.4 0.3 0.6 13 0.02 0.02
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and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-{a, a-dimethylbenzyl)

B-4313

for 18 days

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+L) (R) (L) (R+L)

number g(g/100g BY) gig/100g BW) g(g/100g BW) g(g/100g BW) g(g/100g BY) mg(mg/100g BW) mg(mg/100g BYW) mg(mg/100g BY)

1607 13.83 0.88 1.73 1.74 3.47 38 37 75

1008 12.57 0.70 1.53 1.38 2.92 19 23 42

Absolute 1009 17.04 0.98 1.68 1.67 3.35 38 39 75
1010 13.34 0.79 1.50 1.47 2.97 45 46 91

1011 11.13 0.68 1.12 1.45 2.57 29 31 60

1012 16.55 0.89 1.56 1.65 3.21 32 36 68

Mean 14.08 0.82 1.52 1.36 3.08 33 35 69

S$.D. 2.30 0.12 0.22 0.14 0.33 9 8 17

1007 2.80 0.18 0.35 0.35 0.70 8 7 15

1008 2.46 0.14 0.30 0.27 0.57 4 5 8

Relative 1009 3.35 0.19 0.33 0.33 0.66 7 8 15
1010 2,77 Q.16 0.31 0.31 0.62 9 10 19

1011 2.88 0.18 0.29 0.38 0.67 8 8 16

1012 2.94 0.18 0.28 0.29 0.57 [ 6 12

Mean 2.87 0.17 0.31 0.32 0.63 7 7 14

S.D. 0.29 0.02 0.03 0.04 0.05 2 2 4
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B-4313

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-{a, @-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Testis Testis Testis Epididymis Epididymis Epididymis

Animal (R} (L) (R+L) (R) (L) (R+L)

number g(g/100g BW) g(g/100g BW) g{g/100g BW) mg(mg/100g BW) mg(mg/100g BY) mg(mg/100g BW)

1007 1.97 1.99 3.96 617 649 1266

1008 1.73 1.77 3.50 530 534 1064

Absolute 1009 1.73 1.72 3.45 564 560 1124
1010 1.73 1.71 3.44 569 575 1144

1011 1.44 1.45 2.89 458 438 896

1012 1.53 1.59 3.12 534 852 1086

Mean 1.69 1.71 3.39 545 551 1097

S.D. 0.19 0.18 0.36 53 68 121

1007 0.40 0.40 0.80 125 131 256

1008 0.34 0.35 0.68 104 105 208

Relative 1009 0.34 0.34 0.68 111 110 221
1010 0.36 0.36 0.72 118 120 238

1011 Q.37 0.38 0.75 119 114 232

1012 0.27 0.28 0.55 95 98 193

Mean 0.35 0.35 0.70 112 113 225

S.D. 0.04 0.04 0.09 11 12 22




B-4313

Appendix 104 Absolute and relative organ weights of new born male rats administered orally with Phenol, p~{ @.@¢-dimethylbenzyl) for 1B days
and followed by a recovery period for 9 weeks

Dose (mg/kg} : 30

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (1.) {R+1.)
number g g(g/100g BW) mg(mg/100g BYW) mg(mg/100g BW) mg(mg/100g BW) mgimg/100g BW) mg(mg/100g BW) g(g/100g BW) g£(g/100g BW)
2007 517.7 2.18 13.2 5.4 5.8 11.2 539 1.63 1.45
2008 440.0 2.08 11.1 6.7 9.9 16.8 401 1.42 1.40
Absolute 2009 457.6 2.11 11.3 11.5 10.2 21.7 394 1.33 1.33
2010 515.4 2.06 13.8 11.3 8.9 20.2 574 1.55 1.56
2011 437.8 2.08 10.0 7.9 6.0 13.9 506 1.47 1.42
2012 463.5 2,10 11.3 12.9 11.3 24.2 444 1.44 1.48
VMean 472.0 2.10 11.8 9.3 8.7 18.0 476 1.47 1.44
S.D. 35.9 0.04 1.4 3.0 2.3 4.9 75 0.10 0.08
2007 0.42 2.5 1.0 1.1 2.2 104 0.31 0.28
2008 0.47 2.5 1.5 2.3 3.8 91 0.32 0.32
Relative 2008 (.46 2.5 2.5 2.2 4.7 86 0.29 0.29
2010 0.40 2.7 2.2 1.7 3.9 111 0.30 0.30
2011 0.48 2.3 1.8 1.4 3.2 116 0.34 0.32
2012 0.45 2.4 2.8 2.4 5.2 96 0.31 0.32
Mean 0.45 2.5 2.0 1.9 3.8 101 0.31 0.31
S.D. 0.03 0.1 0.7 0. 1.1 12 0.02 0.02
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and followed by a recovery period for 9 weeks

Dose (mg/kg) : 30

Absolute and relative organ weights of new born male rats administered orally with

B-4313

Phenol, p-{ g, ¢~dimethylbenzyl) for 18 days

Liver Spleen Kidney Kildney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+L) (R) (L) (R+L)

number g(g/100g BW) g{g/100g BW) g(g/100g BW) g{g/100g BW) g(g/100g BW) mg(mg/100g B¥) mg(mg/100g BW) mg{mg/100g BY)

2007 14.45 0.77 1.58 1.68 3.21 39 38 17

2008 12.01 0.73 1.36 1.47 2.83 27 28 55

Absolute 2009 12.90 0.72 1.83 1.78 3.61 a 33 64
2010 16.21 0.83 1.41 1.47 2.88 33 38 71

2011 11.50 0.83 1.37 1.35 2.72 30 32 62

2012 14.42 0.74 1.53 1.49 3.02 31 33 64

Mean 13.58 0.77 1.51 1.54 3.05 32 34 66

S.D. 1,77 0.05 0.18 .16 0.32 4 4 8

2007 2.79 0.15 0.30 0.32 0.62 8 7 15

2008 2.73 0.17 0.31 0.33 0.64 [ 6 13

Relative 2009 2.82 0.16 0.4¢0 0.39 0.79 7 7 14
2010 3.15 0.16 0.27 0.29 0.56 6 7 14

2011 2,63 0.19 0.31 0.31 0.62 7 7 14

2012 3.11 0.186 0.33 0.32 0.65 7 7 14

Mean 2.87 0.17 0.32 0.33 0.65 T 7 14

S.D. 0.21 0.01 Q.04 0.03 (4.08 1 0 1
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B-4313

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-( @, @-dimethylbenzyl) for 18 days
and followed by a rccovery period for 9§ weeks

Dose (mg/kg) : 30

Testis Testis Testis Epididymis Epididymis Epididymis

Animal (R) (L) (R+L) (R) (L) (R+L)

nunber g(g/100g BW) g{g/100g BW) g(g/100g BW) mg(mg/100g BW) mg(mg/100g BY) wng(mg/100g BW)

2007 1.81 1.73 3.54 600 548 1148

2008 1.60 1.59 3.19 530 504 1034

Absolute 2009 1.83 1.89 3.72 588 604 1192
2010 1.80 1.72 3.52 569 537 1106

2011 1.88 1.85 3.73 559 581 1140

2012 1.20 1.22 2.42 449 369 818

Mean 1.69 1.67 3.35 549 524 1073

S.D. 0.26 0.24 0.50 55 83 136

2007 0.35 0.33 0.68 116 106 222

2008 0.36 0.36 0.73 120 115 235

Relative 2009 0.40 0.41 0.81 128 132 260
2010 0.35 0.33 0.68 110 104 215

2011 0.43 0.42 0.85 128 133 260

2012 0.26 0.26 0.52 97 80 176

Mean 0.36 0.35 0.71 117 112 228

S.D. 0.06 4.086 0.12 12 20 32




B-4313

Appendix 107 Absolute and relative organ weights of new born male rats administered orally with Phenol, p-( @, @a-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 100

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number £ g(g/100g BY) mg(ng/100g B¥) mg(mg/100g BW) mgimg/100g BW) wg(mg/100g BW) mg(mg/100g BW) glg/100g BW) g(g/100g BW)
3007 479.6 2.14 12.6 13.1 9.2 22.3 417 1.47 1.37
3008 450.2 2.01 13.2 9.1 9.9 19.0 489 1.29 1.31
Absolute 3009 560.3 2.19 12.8 9.4 9.8 19.2 362 1.62 1.74
3010 420.0 2.14 13.9 10.1 9.4 19.5 341 1.09 1.20
3011 495.6 1.94 14.7 10.0 10.0 20.0 511 1.68 1.52
3012 481.8 2.10 11.1 6.8 7.4 14.2 542 1.42 1.37
Mean 481.3 2.09 13.1 9.8 .3 19.0 444 1.43 1.42
S.D. 47.3 0.09 1.2 2.0 1.0 2.7 83 0.22 0.19
3007 0.45 2.8 2.7 1.9 4.6 87 0.31 0.29
3008 0.45 2.9 2.0 2.2 4.2 109 0.29 0.29
Relative 3009 0.39 2.3 1.7 1.7 3.4 85 0.29 0.31
3010 0.51 3.3 2.4 2.2 4.6 81 (.26 0.29
3011 0.39 3.0 2.0 2.0 4.0 103 0.34 0.31
3012 0.44 2.3 1.4 1.5 2.9 112 0.29 0.28
Mean 0.44 L7 2.0 1.9 4.0 93 0.30 0.30
S5.D. 0.04 0.4 0.5 0.3 0.7 18 0.03 0.01
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and followed by a recovery period for 3 weeks

B-4313

Absolute and relative organ weights of new born male rats administered crally with Phenol, p-( @, ¢-dimethylbenzyl) for 18 days

Dose (mg/kg) 100

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L} (R+L) (R) (L) (R+L}

number g(g/100g BW) g{g/100g BW) g(g/100g BW) g(g/100g BW) g(g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg{mg/100g BW)

3007 14.15 0.75 1.61 1.32 3.13 30 32 62

3008 11.99 0.63 1.36 1.39 2.75 37 39 6

Absolute 3009 17.37 1.06 1.60 1.81 3.41 41 44 85
3010 10.69 0.78 1.35 1.33 2,68 27 27 54

3011 15.07 0.82 1.82 1.82 3.64 39 44 83

3012 13.86 0.70 1.40 1.50 2.90 24 28 52

Mean 13.86 0.79 1.52 1.36 3.09 33 a8 69

S.D. 2.34 0.15 0.19 0.21 0.38 7 8 15

3007 2.95 0.16 0.34 .32 0.65 6 7 13

3008 2.66 0.14 0.30 0.31 0.61 8 9 17

Relative 3009 3.10 0.19 0.29 0.32 0.61 7 8 15
3010 2.55 0.19 0.32 0.32 0.64 6 6 13

3011 3.04 0.17 0.37 0.37 0.73 8 9 17

3012 2.88 0.15 0.29 0.31 0.60 5 6 11

Mean 2.86 0.17 0.32 0.33 0.64 7 8 14

S.D. 0.22 0.02 0.03 0.02 0.05 1 1 2
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and followed by a recovery period for 8§ weeks

B-4313

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-( @, ¢-dimethylbenzyl) for 18 days

Dose (mg/kg) 100

Testis Testis Testis Epididymis Epididymis Epididymis

Animal (R) (L) (R+L) (R) (1) {R+L)

number g(g/100g BW} g(g/100g BW) g(g/100g BW) mg(mg/100g BW) ng(mg/100g BW) mg(mg/100g BW)

3007 1.67 1.738 3.40 553 522 1075

3008 1.63 1.54 3.17 545 531 1076

Absolute 3009 1.92 1.85 3.77 598 579 1177
3010 1.687 1.65 3.32 482 464 946

3011 1.87 1.76 3.63 560 540 1100

3012 1.74 1.74 3.48 567 545 1112

Mean 1.75 1.71 3.46 551 530 1081

S.D. 0.12 0.11 0.22 38 38 76

3007 0.35 0.36 0.71 115 109 224

3008 0.36 0.34 0.70 121 118 239

Relative 3009 0.34 0.33 0.67 107 103 210
3010 0.40 0.39 0.79 115 110 225

3011 0.38 0.36 0.73 113 109 222

3012 0.36 0.36 0.72 118 113 231

Mean 0.37 0.36 0.72 115 110 225

S.D. 0.02 0.02 0.04 5 5 10




B-4313

Appendix 110 Absolute and relative organ weights of new born male rats administered orally with Phenol, p-(g. a@-dimethylbenzyl) for 18 days
and follewed by a recovery period for 9 weeks

Dose (mg/kg) : 300

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number 4 g(g/100g BW) nmg(mg/100g BY) ng(mg/100g BW) mg(mg/100g BW) wmg(mg/100g BW) mg(mg/100g BW) g{g/100g BY) g(g/100g BW)
4007 567.0 2.00 15.6 12.1 9.9 22.0 444 1.86 1.63
4008 527.5 2.06 13.3 12.2 14.5 26.7 395 1.56 1.43
Absolute 4009 402.9 2.03 10.9 12.9 8.7 21.6 475 1.26 1.21
4010 458.8 2.05 13.3 9.9 10.0 19.9 371 1.32 1.35
4011 438.3 2.12 11.7 9.1 8.9 18.0 409 1.37 1.26
4012 448.6 2.11 13.1 7.4 8.5 15.9 495 1.41 1.37
Mean 473.9 2.06 13.0 10.6 10.1 20.7 432 1.46 1.38
S.D. 61.2 0.05 1.6 2.1 2.3 3.7 48 0.22 0.15
4007 0.35 2.8 2.1 1.7 3.9 78 0.33 0.29
4008 0.39 2.3 2.3 2.7 5.1 75 0.30 0.27
Relative 4009 0.50 2.7 3.2 2.2 5.4 118 0.31 0.30
4010 0.45 2.9 2.2 2.2 4.3 81 0.29 Q.29
4011 0.48 2.7 2.1 2.0 4.1 93 0.31 0.29
4012 0.47 2.9 1.6 1.9 3.5 110 0.31 0.31
Mean 0.44 2.8 2.3 2.1 4.4 93 0.31 .29
S.D. 0.086 0.2 0.5 0. 0.7 18 0.01 0.01
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and followed by a recovery period for 9 weeks

B-4313

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-{ @, ¢-dimethylbenzyl) for 18 days

Dose (mg/kg) 300

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R} (L) (R+L) (R) (L) (R+L)

number g(g/100g BYW) g(g/100g BW) g{(g/100g BW) g(g/100g BW) g(g/100g BW) wmg{mg/100g BW) mg(mg/100g BYW) mg(mg/100g BY)

4007 17.14 1.03 2.12 2.20 4.32 36 41 77

4008 17.46 0.93 1.76 1.57 3.33 40 46 86

Absolute 4009 11.29 0.69 1.23 1.71 2.94 42 42 84
4010 12.60 0.78 1.31 1.96 3.27 26 28 54

4011 13.44 0.68 1.54 1.47 3.01 30 30 60

4012 13.27 0.85 1.57 1.69 3.26 37 41 78

Mean 14,20 0.83 1.59 1.77 3.36 35 38 73

S.D. 2.52 0.14 .32 Q.27 0.50 6 7 13

4007 3.02 0.18 0.37 0.39 0.76 6 7 14

4008 3.31 0.18 0.33 0.30 0.63 8 9 16

Relative 4009 2.80 0.17 0.31 0.42 0.73 10 10 21
4010 2.75 0.17 0.29 0.43 0.71 6 6 12

4011 3.07 0.16 0.35 0.34 0.69 7 7 14

4012 2.96 0.19 0.35 0.38 0.73 8 ] 17

Mean 2.99 0.18 0.33 0.38 0.71 8 8 16

S.D. .20 ¢.01 0.03 0.03 0.04 2 2 3
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and followed by a recovery period for 9 weeks

B-4313

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-( @, ¢-dimcthylbenzyl) for 18 days

Dose (mg/kg) 300

Testis Testis Testis Epididymis Epididymis Epididymis

Animal (R} (L} (R+L) (R} (L) (R+L)

number g(g/100g BW) g(g/100g BW) g(g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg{mg/100g BW)

4007 2.02 2.02 4.04 618 606 1224

4008 1.80 1.73 3.53 559 536 1095

Absolute 4009 1.50 1.49 2.99 488 486 984
4010 1.60 1.64 3.24 519 517 1036

4011 1.55 1.48 3.03 540 528 1068

4012 1.57 1.53 3.10 540 553 1093

Mean 1.67 1.65 3.32 544 539 1083

S.D 0.20 0.21 .40 44 38 80

4007 0.36 0.36 0.71 109 107 216

4008 0.34 0.33 0.67 106 102 208

Relative 4009 0.37 0.37 0.74 121 123 244
4010 0.35 0.36 0.71 113 113 226

4011 0.35 0.34 0.69 123 120 244

4012 0.35 0.34 0.69 120 123 244

Mean 0.35 0.35 0.70 115 115 230

S.D 0.01 0.02 0.02 7 9 16




B-4313

Appendix 113 Absolute and relative organ weights of new born female rats administered orally with Phenol, p-( @, a-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number 4 g(g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mng(mg/100g BY) mg(mg/100g BW) g{g/100g BW) g(g/100g BW)
1107 261.7 1.87 14.4 4.7 5.9 10.6 430 0.82 1.01
1108 238.2 1.95 13.3 7.7 8.8 16.5 404 0.83 1.01
Absolute 1109 272.0 1.93 14.6 9.2 9.7 18.9 412 0.88 1.04
1110 245.7 1.91 11.8 6.3 7.6 13.9 486 0.78 0.99
1111 261.1 2.00 13.6 7.4 7.5 14.9 353 0.93 0.99
1112 267.4 2.02 15.6 8.0 8.6 16.6 436 0.86 1.00
Mean 257.7 1.95 13.9 7.2 8.0 15.2 420 0.85 1.01
S.D. 13.0 0.06 1.3 1.5 1.3 2.8 44 0.056 0.02
1107 0.71 5.5 1.8 2.3 4.1 164 0.31 0.39
1108 0.82 5.6 3.2 3.7 6.9 170 0.35 0.42
Relative 1109 0.71 5.4 3.4 3.6 6.9 151 (.32 0.38
1110 0.78 4.8 2.8 3.1 5.7 198 0.32 ¢.40
1111 0.77 5.2 2.8 2.9 5.7 135 0.36 0.38
1112 0.76 5.8 3.0 3.2 6.2 163 0.32 0.37
Mean 0.76 5.4 2.8 3.1 5.9 164 0.33 0.39
S.D. 0.04 0.3 0.6 0.5 1.0 21 0.02 0.02
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and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

B-4313

Absolute and relative organ weights of new born female rats administered orally with Phenol, p-{ @, a~dimethylbenzyl) for 18 days

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+L) (R} (L) (R+L)

number g{g/100g BW) g{(g/100g BW) g(g/100g BW) g(g/100g BW) g{g/100g BW) mg{mg/100g EW) mg(mg/100g BW) mg{mg/100g BW)

1107 6.68 0.52 0.94 0.87 1.81 31 37 68

1108 6.91 0.56 0.80 0.88 1.68 34 40 74

Absolute 1109 7.12 0.50 0.98 1.02 2.00 37 40 77
1110 6.17 0.62 0.92 ¢.97 1.89 28 30 58

1111 6.62 0.58 0.80 0.83 1.63 30 a5 65

1112 7.60 0.46 0.97 0.94 1.91 27 29 56

Mean 6.85 0.54 0.90 0.92 1.82 31 35 66

S.D. 0.49 0.06 0.08 0.07 0.14 4 5 8

1107 2.55 0.20 4.36 0.33 0.69 12 14 26

1108 2.90 0.24 0.34 0.37 0.71 14 7 31

Relative 1109 2.62 0.18 0.36 0.38 0.74 14 15 28
1110 2.51 0.25 0.37 0.39 0.77 11 12 24

1111 2.54 0.22 0.31 0.32 0.62 11 13 25

1112 2.84 0.17 0.36 0.35 0.71 10 11 21

Mean 2.66 0.21 0.35 0.36 0.71 12 14 26

S.D. 0.17 0.03 0.02 0.03 0.05 2 2 3
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Absolute and relative organ weights of new born female rats administered orally with

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 0

B-4313

Phenol, p-{qa, q-dimethylbenzyl) for 18 days

gvary Ovary Ovary Uterus
Animal (R) (L) (R+L)
number  mg(mg/100g BW) mg(mg/100g BW) mng(mg/100g BW) mg(mg/100g BW)
1107 31.0 31.1 62.1 469
1108 38.6 33.4 72.0 603
Absolute 1109 29.9 a.7 61.6 472
1110 35.1 36.2 71.3 374
1111 30.7 37.7 68.4 364
1112 39.5 40.5 80.0 390
Mean 34.1 35.1 69.2 445
S.D. 4.2 3.7 6.9 90
1107 11.8 11.9 23.7 179
1108 16.2 14.0 30.2 253
Relative 1109 11.0 11.7 22.6 174
1110 14.3 14.7 29.0 152
1111 11.8 14.4 26.2 139
1112 14.8 15.1 29.9 146
Mean 13.3 13.6 26.9 174
S.D. 2.1 1.5 3.3 42




B-4313

Appendix 1186 Absolute and relative organ weights of new born female rats administered orally with Phenol, p-{a, @-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 30

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number g g(g/100g BW) mg{mg/100g B¥) mg(mg/100g BY) mg(mg/100g BW) mg{mg/100g BW) mg{mg/100g BW) g(g/100g BW) g(g/100g BW)
2107 256.7 1.85 14.5 8.6 6.8 15.2 438 0.78 1.06
2108 281.4 1.79 14.6 7.2 6.9 14.1 480 0.99 1.16
Absolute 2109 251.4 1.92 12.8 9.1 9.1 18.2 401 0.87 1.01
2110 270.1 1.97 17.0 9.0 8.6 17.6 396 0.82 1.07
2111 250.9 1.79 15.8 5.5 6.9 12.4 349 0.98 1.04
2112 288.6 1.93 12.6 9.3 7.6 16.8 375 0.87 1.00
Mean 266.5 1.88 14.6 8.1 7.6 15.7 406 0.89 1.06
S.D. 16.1 0.08 1.7 1.5 1.0 2.2 46 0.08 0.06
2107 0.72 5.6 3.4 2.6 5.9 170 0.30 0.41
2108 0.64 5.2 2.8 2.5 5.0 171 0.35 0.41
Relative 2109 0.76 5.1 3.6 3.6 7.2 160 0.35 0.40
2110 0.73 6.3 3.3 3.2 6.5 147 0.30 Q.40
2111 0.71 6.3 2.2 2.8 4.9 139 0.39 0.41
2112 0.67 4.4 3.2 2.6 5.9 130 0.30 0.35
Mean 0.71 5.5 3.1 2.9 5.9 183 0.33 Q.40
S.D. 0.04 0 0.5 0.4 0.9 17 0.04 0.02
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and followed by a recovery period for 9 weeks

Dose (mg/kg) : 30

B-4313

Absolute and relative organ weights of new born female rats administered orally with Phenol, p-{(qa, a-dimethylbenzyl) for 18 days

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R} (L) (R-1.) (R) (L) (R+L)

numher g{g/100g BW) g(g/100g BW) g{g/100g B¥) g{g/100g BW) g{g/100g BW) ng(mg/100g BW) mng(mg/100g BW) mg(mg/100g BW)

2107 7.23 0.50 0.91 0.87 1.78 33 36 69

2108 7.82 0.54 1.01 1.05 2.08 33 35 68

Absolute 2108 6.96 0.56 0.86 0.89 1.75 37 40 77
2110 7.05 0.57 0.91 0.90 1.81 27 28 55

2111 6.68 0.48 0.94 0.91 1.85 29 35 64

2112 7.74 0.50 1.00 1.06 2.06 39 39 78

Mean 7.25 0.53 0.94 0.95 1.89 33 36 69

S.D. 0.45 0.04 0.06 0.09 0.14 5 4 9

2107 2.82 0.19 0.35 0.34 .69 13 14 27

2108 2.78 0.19 0.36 0.37 0.73 12 12 24

Relative 2109 2.77 0.22 0.34 0.35 0.70 15 16 31
2110 2.61 0.21 0.34 0.33 0.67 10 10 20

2111 2.66 0.19 0.37 0.36 0.74 12 14 26

2112 2.68 0.17 0.35 0.37 0.71 14 14 27

Mean 2.72 0.20 0.35 0.35 0.71 13 13 26

S.D. 0.08 0.02 0.01 0.02 0.03 2 2 4
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Absolute and relative organ weights of new born female rats administered orally with Phenol, p-{ @, ¢-dimethylbenzyl)

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 30

B-4313

for 18 days

Ovary Qvary Ovary Uterus
Animal (R) (L) (R+L)
number mg(mg/100g BW) mg{mg/100g BW) mg{mg/100g BW) mg(mg/100g BW)
2107 33.1 42.7 75.8 622
2108 41.7 49.3 91.0 405
Absclute 2109 36.8 37.0 73.8 667
2110 44.1 40.9 85.0 389
2111 39.7 43.5 80.2 437
2112 33.9 37.6 71.5 513
Mean 38.2 41.3 79.6 506
S.D. 4.4 4.4 T.4 117
2107 12.9 16.6 29.5 242
2108 14.8 17.5 32.3 144
Relative 2109 14.6 14.7 29.4 265
2110 16.3 15.1 31.5 144
2111 15.8 16.1 32.0 174
2112 11.7 13.0 24.8 178
Mean 14.4 15.5 29.9 191
S.D. 1.7 1.6 2.8 51




B-4313

Appendix 119 Absolute and relative organ weights of new born female rats administered orally with Phenol, p-( @, a-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 100

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number g g(g/100g BW) mg{mg/100g BY) mg(mg/100g BW) mg(mg/100g B¥) wg(mg/100g BW) mg(mg/100g BW) g(g/100g BW) gl{g/100g BW)
3107 270.0 1.92 12.0 9.5 8.0 18.1 398 0.93 1.07
3108 314.7 1.93 16.1 7.4 9.6 17.0 453 1.07 1.10
Absolute 3109 282.9 2.02 10.1 9.2 7.9 17.1 341 0.90 1.07
3110 245.9 1.97 14.7 6.9 8.1 15.0 334 0.77 1.04
3111 270.0 1.89 10.3 6.3 6.4 12.7 405 0.86 1.01
3112 218.2 2.04 12.5 7.8 8.0 15.8 344 0.79 0.88
Mean 267.0 1.96 12.6 7.9 8.1 16.0 379 0.89 1.03
S.D. 32.8 0.06 4 1.3 1.0 1.9 47 0.11 0.08
3107 0.71 4.4 3.5 3.2 6.7 147 0.34 0.40
3108 0.61 5.1 2.4 3.1 5.4 144 .34 0.35
Relative 3109 0.71 3.6 3.8 2.8 6.0 121 (.32 0.38
3110 0.80 6.0 2.8 3.3 6.1 136 0.31 0.42
3111 0.70 3.8 2.3 2.4 4.7 150 0.32 0.37
3112 0.93 5.7 3.6 3.7 7.2 158 0.36 0.40
Mean 0.74 4.8 3.0 3.1 6.0 143 0.33 0.39
S.D. 0.11 1.0 0.6 0.4 0.9 13 0.02 0.03
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and followed by a recovery period for 9 weeks

Absolute and relative organ weights of new born female rats administered orally with

B-4313

Phenol, p-{ @, ¢-dimethylbenzyl) for 18 days

Dose (mg/kg) 100

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+L) (R) (L) (R+L)

number glg/100g BW) g(g/100g BW) g{g/100g BW) g{g/100g BY) g(g/100g BY) mg(mg/100g BW) wmg(mg/100g BW) mg(mg/100g BW)

3107 €.51 0.48 0.91 0.91 1.82 28 32 60

3108 8.11 0.72 1.04 0.99 2.03 38 40 78

Absolute 3109 7.80 0.49 1.04 1.01 2.05 40 43 83
3110 6.09 0.66 0.86 0.87 1.73 32 33 65

3111 7.10 0.54 0.88 0.88 1.76 30 32 62

3112 5.73 0.38 0.90 0.95 1.85 31 36 67

Mean 6.89 0.55 0.94 0.94 1.87 33 36 69

S.D. 0.95 0.13 0.08 0.06 0.14 5 5 9

3107 2.41 0.18 0.34 0.34 0.67 10 12 22

3108 2.58 0.23 0.33 0.31 0.65 12 o013 25

Relative 3109 2.76 0.17 0.37 0.36 0.72 14 15 29
3110 2.48 0.27 0.35 0.35 0.70 13 13 26

3111 2.63 0.20 0.33 0.33 0.65 i1 12 23

3112 2.63 0.17 0.41 0.44 0.85 14 16 31

Mean 2.58 0.20 0.36 0.36 0.71 12 14 26

S.D. 0.12 0.04 0.03 0.05 0.08 2 2 3
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Absolute and relative organ weights of new born female rats administered orally with

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 100

B-4313

Phenol, p-{ @, a-dimethylbenzyl) for 18 days

Ovary Qvary Ovary Uterus
Animal (R) (L) (R+L)
number  mg(mg/100g BW) mg(mg/100g BY) mg{mg/100g BW) mg(mg/100g BW)
3107 34.8 33.1 67.9 395
3108 42.8 45.5 88.3 504
Absolute 3109 20.8 36.7 57.5 507
3110 34.7 40.1 74.8 447
3111 28.0 30.8 58.8 393
3112 29.7 28.3 58.0 592
Mean 31.8 35.8 67.6 473
S.D. 7.5 6.4 12.3 77
3107 12.9 12.3 25.1 146
3108 13.8 14.5 28.1 160
Relative 3109 7.4 13.0 20.3 179
3110 14.1 16.3 30.4 182
3111 10.4 11.4 21.8 148
3112 13.8 13.0 26.6 271
Mean 12.0 13.4 25.4 181
S.D. 2.6 1.7 3.8 47




B-4313

Appendix 122 Absolute and relative organ weights of new born female rats administered orally with Phenol, p-(a@, ea-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 300

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number g g(g/100g BW) mg(mg/100g BW) ng(mg/100g BW) mg(mg/100g BY) mg(mg/100g BW) mg{mg/100g BW) g(g/100g BW) g(g/100g BW)
4107 240.2 1.89 14.9 8.7 7.5 16.2 377 0.80 0.98
4108 273.8 1.93 13.6 5.9 6.0 11.9 285 0.90 1.02
Absolute 4108 233.9 1.90 10.9 8.4 8.3 16.7 383 0.84 0.94
4110 260.3 1.87 16.0 6.3 T.1 13.4 421 0.89 0.96
4111 337.5 1.94 15.3 3.7 5.2 8.9 375 1.10 1.19
4112 239.8 1.93 14.8 7.7 5.5 13.2 280 0.86 0.95
Mean 264.3 1.91 14.3 6.8 6.6 13.4 354 0.90 1.01
S.D. 38.9 0.03 .8 1.9 1.2 2.9 58 0.11 0.09
4107 0.79 6.2 3.6 3.1 6.7 157 0.33 0.41
4108 0.70 3.0 2.2 2.2 4.3 104 0.33 0.37
Relative 4109 0.81 4.7 3.6 3.9 7.1 164 0.36 0.40
4110 0.72 6.1 2.4 2.1 5.1 162 0.34 0.37
4111 0.57 4.5 1.1 1.5 2.6 111 0.33 0.35
4112 0.80 6.2 3.2 2.3 5.5 117 0.36 0.40
Mean 0.73 5.3 2.7 2.6 5.2 136 0.34 0.38
S.D. 0.09 0.8 1.0 0.7 1.8 28 0.01 0.02
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and followed by a recovery period for 9 weeks

B-4313

Absolute and relative organ weights of new born female rats administered orally with Phenol, p-{( @, a-dimethylbenzyl) for 18 days

Dose (mg/kg) 300

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R} (L) {R+L) (R) (L) {(R+L)

number g(g/100g BW) g(g/100g BW) g(g/100g BW) g(g/100g BW) g(g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mglmg/100g BW)

4107 7.01 0.50 0.87 0.88 1.75 24 28 52

4108 7.09 0.48 1.01 1.02 2.03 33 34 67

Absolute 4109 7.19 0.53 1.05 1.04 2.09 28 34 62
4110 7.51 0.52 1.11 1.06 2.17 33 35 68

4111 10.97 0.54 1.21 1.26 2.47 41 46 87

4112 7.59 0.47 1.14 1.21 2.35 33 45 78

Mean 7.89 0.51 1.07 1.08 2.14 32 37 69

S.D. 1.52 0.03 0.12 0.14 0.25 6 7 12

4107 2.92 0.21 0.36 0.37 0.73 10 12 22

4108 2.59 0.18 0.37 0.37 0.74 12 12 24

Relative 4109 3.07 0.23 0.45 0.44 0.89 12 15 27
4110 2.89 0.20 0.43 0.41 0.83 13 13 26

4111 3.25 0.16 0.36 0.37 0.73 12 14 26

4112 3.17 0.20 0.48 0.50 0.98 14 19 33

Mean 2.98 0.20 0.41 0.41 0.82 12 14 28

S.D. (.24 0.02 0.05 0.05 0.10 1 3 4
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and followed by a recovery period for 9 weeks

Dose (mg/kg) : 300

B-4313

Absolute and relative organ weights of new born female rats administered orally with Phenol, p-(a., @-dimethylbenzyl) for 18 days

Ovary Ovary ovary Uterus
Animal (R) (1) (R+L)
number mg(mg/100g BW)} mg(mg/100g B¥) mg{mg/100g BW) ng(mg/100g BW)
4107 17.1 15.1 32.2 549
4108 41.1 30.3 71.4 471
Absolute 4109 22.2 15.7 37.9 552
4110 24.0 27.8 51.8 564
4111 28.9 22.2 51.1 629
4112 18.5 19.3 37.8 803
Mean 25.3 21.7 47.0 361
S.D. 8.8 6.3 14.3 54
4107 7.1 6.3 13.4 229
4108 15.0 11.1 26.1 172
Relative 4109 9.5 6.7 16.2 236
4110 9.2 10.7 19.9 217
4111 8.6 6.6 15.1 186
4112 7.7 8.0 15.8 251
Mean 9.5 8.2 17.8 215
S.D. 2.8 2.2 4.6 30




B-4313

Appendix 125 Gross pathological findings of new born rats administered orally with Phenol, p-{ &, ¢-dimethylbenzyl) for 18 days
Sex : Male

Dose (mg/kg) : 0

Animal number (1001-1006)

Organs
Findings 1 2 3 4 5 6

External appearance - - - _ _ _
Brain - - - - - -
Spinal cord - - - - - -
Sciatic nerve - - - - - -
Pituitary - - - _ ~ _
Salivary gland - - - - - -
Submandibular lymph node - - - - ~ -
Trachea - - - - - -
Thyroid - - - - - -
Thoracic cavity - - - _ - _
Thymus - - - - - -
Heart - - - - - -
Lung - - - - - -
Abdominal cavity - - - - - _
Liver - - - - - -
Spleen - - - - - -
Pancreas - - - — - —
Kidney

Dilatation, pelvis (unilateral) - - - - - -

Large (bilateral) - - - - - _
Adrenal - - - - - -
Esophagus - _ - _ _ _
Stomach - - - - - -
Small intestine - - - - - -
Large intestine - - - - - -
Mesenteric lymph node - - - - - -
Bone marrow - - - - - -
Femoral muscle - - - - - -
Urinary bladder - - - _ _ _
Testis — - - _ - .
Epididymis - - - - - -~
Seminal vesicle - - - - - -
Prostate - - - - - -
Other tissues or organs - - - _ - -

- : No remarkable changes



Appendix 126 Gross pathological findings of new born rats administered orally with Phenol, p-{ a, g-dimethylbenzyl) for 18 days

Sex . Male

Dose (mg/kg) : 30

B-4313

Organs
Findings

Animal number (2001-2006)

2 3 4 51

External appearancc
Brain
Spinal cord
Sciatic nerve
Pituitary
Salivary gland
Submandibular lymph node
Trachea
Thyroid
Thoracic cavity
Thymus
Heart
Lung
Abdominal cavity
Liver
Spleen
Pancreas
Kidney
Dilatation, pelvis (unilateral)
Large (bilateral)
Adrenal
Esophagus
Stomach
Small intestine
l.arge intestine
Mescnteric lymph node
Bone marrow
Femoral muscle
Urinary bladder
Testis
Epididymis
Seminal vesicle
Prostate
Other tissues or organs

- : No remarkable changes
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Sex

Male

Dose (mg/kg) : 100

Cross pathological findings of new born rats administerced orally with Phenol, p-( ¢, @-dimethylbenzyl) for 18 days

B-4313

Organs
Findings

Animal

number (3001-3006)

2

3

4

5

External appearance
Brain

Spinal cord

Sciatic necrve
Pituitary

Salivary gland
Submandibular lymph node
Trachea

Thyroid

Thoracic cavity
Thymus

Heart

Lung

Abdominal cavity
Liver

Spleen

Pancreas

Kidney

Dilatation, pelvis (unilateral)

Large (bilateral)
Adrenal
Esophagus
Stomach
Small intestine
Large intestine
Mesenteric lymph node
Bone marrow
Femoral muscle
Urinary bladder
Testis
Epididymis
Seminal vesicle
Prostate
Other tissues or organs

- : No remarkable changes

-~ : Positive for respective

changes



Appendix 128 Gross pathological findings of new

Sex : Male

Dose (mg/kg) : 300

B-4313

born rats administered orally with Phenol, p-( ¢.q-dinethylbenzyl) for 18 days

Organs
Findings

Animal

number (4001-4006)

External appearance
Brain
Spinal cord
Sciatic nerve
Pituitary
Salivary gland
Submandibular lymph node
Trachea
Thyroid
Thoracic cavity
Thymus
Heart
Lung
Abdominal cavity
Liver
Spleen
Pancreas
Kidney
Dilatation, pelvis {(unilateral)
Large (bilateral)
Adrenal
Esophagus
Stomach
Small intestine
Large intestine
Mesenteric lymph node
Bone marrow
Femoral muscle
Urinary bladder
Testis
Epididymis
Seminal vesicle
Prostate
Other tissues or organs

- : No remarkablc changes
+ : Positive for respective changes



Appendix 129 Gross pathological findings of new

Sex : Female

Dose (mg/kg) : O

B-4313

born rats administered orally with Phenol, p-( a, g-dimethylbenzyl) for 18 days

Organs
Findings

Animal

number (1101-1106)

3 4 5 6

External appearance
Brain
Spinal cord
Sciatic nerve
Pituitary
Salivary gland
Submandibular lymph node
Trachea
Thyroid
Thoracic cavity
Thymus
Heart
Lung
Abdominal cavity
Liver
Spleen
Pancrecas
Kidney
Dilatation, pelvis (unilateral)
Large (bilateral)
Adrenal
Esophagus
Stomach
Small intestine
Large intestine
Mesenteric lymph node
Bone marrow
Femoral muscle
Urinary bladder
Ovary
Uterus
Vagina
Other tissues or organs

- : No remarkable changes
+ : Positive for respective changes



Appendix 130 Gross pathological findings of new

Sex : Female

Dose (mg/kg) : 30

B-4313

born rats administered orally with Phenol, p-{ @, ¢-dimethylbenzyl) for 18 days

Qrgans
Findings

Animal

number (2101-2106)

3 4 ] 6

External appearance
Brain
Spinal cord
Sciatic nerve
Pituitary
Salivary gland
Submandibular lymph node
Trachea
Thyroid
Thoracic cavity
Thymus
Heart
Lung
Abdominal cavity
Liver
Spleen
Pancreas
Kidney
Dilatation, pelvis (unilateral)
l.arge (bilateral)
Adrcnal
Esophagus
Stomach
Small intestine
Large intestine
Mesenteric lymph node
Bone marrow
Femoral muscle
Urinary bladder
Qvary
Uterus
Vagina
Other tissues or organs

- : No remarkable changes



B-4313

Appendix 131 Gross pathological findings of uwcw born rats administered orally with Phenol, p-{ ¢, ¢-dimethylbenzyl) for 18 days
Sex : Female

Dose (mg/kg) : 100

Animal number (3101-3106)

Organs
¥indings 1 2 3 4 3 6

External appearance - - - - - -
Brain - - - - -
Spinal cord - - - - - _
Sciatic nerve - - - - - -
Pituitary - - - - - -
Salivary gland - - - - - _
Submandibular lymph node - - - - - _
Trachea - - - - — -
Thyroid - - - - - -
Thoracic cavity - - - - - -
Thymus - - - _ _
fleart - - - - - _
Lung - - - - -
Abdominal cavity - - - - - _
Liver - - ~ _ _
Spleen - - - - - -
Pancreas - - - - - -
Kidney

Dilatation, pelvis (unilateral) - - - + - _

Large (bilateral) - - - - . _
Adrenal - - - - - -
Esophagus - - - - - -
Stomach - - - - - -
Small intestine - - - - - -
Large intestine - -~ - - - -
Mesenteric lymph node - - - - - -
Bone marrow - - - - - _
Femoral muscle - - - - - -
Urinary bladder - - - - - -
OQvary - _ - Z -
Uterus - - - - - -
Vagina - - - - - -
Other tissues or organs - - - - - -

- : No remarkable changes
+ : Positive for respective changes



B-4313

Appendix 132 Gross pathological findings of new born rats administered orally with Phenol, p-{q, @-dimethylbenzyl) for 18 days
Sex : Female

Dose (mg/kg) : 300

Animal number (4101-4106)

Crgans
Findings 1 2 3 4 3 6

External appearance - - - - - -
Brain - - - - -
Spinal cord - - - - - -
Sciatic nerve - - - - - _
Pituitary - - - - - -
Salivary gland - - - - - _
Submandibular lymph nodc - - - - - -
Trachea - - - - - -
Thyroid - - - - - -
Thoracic cavity - - - - - -
Thymus - - - - - -
Heart - ~ - ~ - _
Lung - - - -
Abdominal cavity - - - - - -
Liver - - - - -
Spleen - - - _ - _
Pancreas - - - - - -
Kidney

Dilatation, pelvis (unilateral) - - - - - -

Large (bilateral) + + - . - .
Adrenal - - - - - -
Esophagus - - - - - -
Stomach - - - - - -
Small intestine - - - _ - _
Large intestine - - - . - _
Mesenteric lymph node - - - - - -
Bone marrow - - - - - -
Femoral muscle - - - - _ _
Urinary bladder - - - - - -
Ovary - - . - - -
Uterus - - - - - -
Vagina - - - _ - _
Other tissues or organs - - - - - -

- : No remarkable changes
+ : Positive for respective changes



Appendix 133

aund followed by a recovery period for 9 weeks

Sex

Dose (mg/kg)

Male

0

Gross pathological findings of new born rats administered orally with Phenol, p-( &, @-dimethylbenzyl) for 18 days

B-43138

Organs
Findings

Animal

number {(1007-1012)

8

9

10

11

12

External appearance
Brain

Spinal cord

Sciatic nerve
Pituitary

Salivary gland
Submandibular lymph node
Trachea

Thyroid

Thoracic cavity
Thymus

Heart

Lung

Abdominal cavity
Liver

Spleen

Pancreas

Kidney

Dilatation, pelvis (uni- or hilateral)

Large (bilatcral)

Rough, surface (unilateral)

Adrenal

Esophagus

Stomach

Small intestine
Diverticulum, ileum

Large intestine

Mesenteric lymph node

Bone marrow

Femoral muscle

Urinary bladder

Testis

Epididymis

Seminal vesicle

Prostate

Other tissues or organs

- : No remarkable changes

+ : Positive for respective changes



B-4313

Appendix 134 Gross pathological findings of new born rats administered orally with Phenoi, p-( @, a-dimethylbenzyl) for 18 days
and followed by a rccovery period for 9 weeks

Sex : Male

Dose (mg/kg) : 30

Animal number (2007-2012)

organs
Findings 7 8 9 10 11 12

External appearance - - - - - -
Brain - - - - - -
Spinal cord - - - - _ -
Sciatic nerve - - - - - -
Pituitary - - - - - -
Salivary gland - - - - - _
Submandibular lymph node - - - - - -
Trachea - - - - - -
Thyroid - - - - - -
Thoracic cavity - - - - _ -
Thymus - - - - _ -
Heart - - - - _ -
Lung - - - - - -
Abdominal cavity - - - - - -
Liver - - - - - -
Spleen - - - - - _
Pancreas - - - - _ _
Kidney

Dilatation, pelvis (uni- or bilateral) - - - - - -

Large (bilateral) - - - - - _

Rough, surface {(unilateral) - - - - - -
Adrenal - - - - - -
Esophagus - - - - - -
Stomach - - - - - -
Small intestine

Diverticulum, ileum - - - - - -
Large intestine - - - - - -
Mesenteric lymph node - - - - - -
Bone marrow - - - - - -
Femoral muscle - - - - - -
Uripary bladder - - - - - -
Testis - - - - - -
Epididymis - - - - - _
Seminal vesicle - - - - - _
Prostate - - - - -~ -
Other tissues or organs - - - - - _

- : No remarkable changes



Appendix 133

and followed by a recovery period for 9 weeks

Sex : Male

Dose (mg/kg) : 100

Gross pathological findings of new born rats administered orally with Phenol, p-( @, ¢-dimethylbenzyl) for 18 days

B-4313

Organs
Findings

Animal

number (3007-3012)

-1

9

10

11

12

External appearance
Brain

Spinal cord

Sciatic merve
Pituitary

Salivary gland
Submandibular lymph node
Trachea :
Thyroid

Thoracic cavity
Thymus

Heart

Lung

Abdominal cavity

Liver

Spleen

Pancreas

Kidney

Dilatation, pelvis {(uni- or bilateral)
Large (bilateral}
Rough, surface (unilateral)
Adrenal

Esophagus

Stomach

Small intestine
Diverticulum, ileum
Large intestine
Mesenteric lymph node
Bone marrow

Femoral muscle

Urinary bladder

Testlis

Epididymis

Seminal vesicle
Prostate

Other tissues or organs

No remarkable changes



B-4313

Appendix 136 Gross pathological findings of new born rats administered orally with Phenol, p-{ @, ¢-dimethylbenzyl) for 18 days
and followed hy a recovery period for 9 weeks

Sex . Male

Dose (mg/kg) : 300

Animal number (4007-4012)

Organs
Findings 7 8 9 10 11 12

External appearance - - - - - -
Brain - - - - - -
Spinal cord - - - - _ -
Sciatic nerve - - - _ - -
Pituitary - - _ _ _ -
Salivary gland - - - _ - -
Submandibular 1lymph node - - - - - -
Trachea - - - - - -
Thyroid - - - _ - -
Thoracic cavity - - - - - -~
Thymus - - _ - - —
Heart - - - _ - -
Lung - - _ - _ _
Abdominal cavity - - - - - _
Liver - - - = - -
Splcen - - - - - -
Pancreas - - - - _ -
Kidney

Dilatation, pelvis (uni- or bilateral) - - + - - -

Large (bilateral) + - - - - -

Rough, surface (unilateral) - - + + - +
Adrenal - - - - - _
Esophagus - - - - - -
Stomach - - - - - -
Small intestinc

Diverticulum, ileum - - + - - -
Large intestine - - - - - -
Mesenteric lvmph node - - - - _ -
Bone marrow - - - _ - -~
Femoral muscle - - - - - -
Urinary bladder - - - - - -
Testis - - - - _ -
Epididymis - - _ _ - _
Seminal vesicle - - - - - -
Prostate - - - - - -
Other tissues or organs - - - - - -

- : No remarkable changes
+ 1 Positive for respective changes



B-4313

Appendix 137 Cross pathological findings of new born rats administered orally with Phenol, p-( @, @-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Sex : Female

Dose (mg/kg) : O

Animal number (1107-1112)

Organs
Findings 7 8 9 10 11 12

Kxternal appearance - - - - - -
Brain - - - -
Spinal cord - - - - - -
Sciatic nerve - - - - - _
Pituitary - - - - - -
Salivary gland - - - _ - -
Submandibular lymph node - - - - - -
Trachea - - - - - _
Thyroid - - - - - -
Thoracic cavity - - - - - -
Thymus - - - - - -
Heart - - - _ _ _
Lung - - _ _
Abdominal cavity - - - - - -
Liver - - - - - -
Spleen - - - - . _
Pancreas - - - -
Kidney

Rough, surface {bilateral) - - - - - -

Focus, depressed (unilateral) - + - - - -
Adrenal - - - - - _
Esophagus - - - - - -
Stomach - - - - - -
Small intestine - - - - - -
Large intestine - - - - - -
Mesenteric lymph node - - - - - -
Bonc marrow - - - - - -
Femoral muscle - - - - - -
Urinary bladder - - - - - -
Ovary - - - - - -
Uterus - - - - _ _
Vagina - - - - - -
Other tissues or organs - - - - - -

- : No remarkable changes
+ ! Positive for respective changes



B-4313

Appendix 138 Grass pathological findings of new born rats administered orally with Phenol, p-( o, @-dimethylbenzyl) for 18 days
and followed by a rccovery period for 9 weeks

Sex : Female

Dose (mg/kg) : 30

Animal number (2107-2112)

Organs
Findings 7 8 9 10 11 12

External appearance - - - - - -
Brain - - - - - -
Spinal cord - - - - - -
Sciatic nerve - - - - _ _
Pituitary - - - - - _
Salivary gland - - - - _ -
Submandibular lymph node - - - - - -
Trachea - - - - - -
Thyroid - - - - - _
Thoracic cavity - - - - - _
Thymus - - - - - -
Heart - - - . - -
Lung - - - _ - _
Abdominal cavity - - - - - -
Liver - - - - - -
Spleen - - - - - -
Pancreas - - - - - -
Kidney

Rough, surface (bilateral) - - - - - -

Focus, depressed {(unilateral) - - - - - -
Adrenal - - - _ - -
Esophagus - - - - - _
Stomach - - - - - -
Small intestine - - - - - -
Large intestine - - - - B _
Mesenteric lymph node - - - - - _
Bone marrow - - - - - -
Femoral muscle - - - - - -
Urinary bladder - - - - - -
Ovary - - - - - -
Uterus - - - - - -~
Vagina - - - - - -
Other tissues or organs - - - - - -

~ ¢ No remarkable changes



B-4313

Appendix 139 Gross pathological findings of new born rats administered orally with Phenol, p-( @, @-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Sex : Female

Dose (mg/kg) : 100

Animal number (3107-3112)

Organs
Findings 7 8 g 10 11 12

External appearance - - - - - -
Brain - - - _ _ _
Spinal cord - - - - - B
Sciatic nerve - - - - _ _
Pituitary - - - - _ _
Salivary gland - - - - - -
Submandibular lymph node - - - - - _
Trachea - - - - - -
Thyroid - - - - - ~
Thoracic cavity - - - - - -
Thymus - - - - - -
Heart - - - - - -
Lung - - - _ _ _
Abdominal cavity - - - - - -
Liver - - - - _
Spleen - - - - - -
Pancreas - - - - _ _
Kidney

Rough, surface (bilateral) - - - - - -

Focus, depressed (unilateral) - - - - - _
Adrenal - - - - - _
Esophagus - - - - - -
Stomach - - - - - -
Small intestine - - - - - -
Large intestine - - - - - -
Mesenteric 1lymph node - - - - - -
Bone marrow - - - - — -
Femoral muscle - - - _ - _
Urinary bladder - - - - _ _
Ovary - - - - - -
Utcrus - - - - - -
Vagina - - - - - -
Other tissues or organs - - - - - -

- : No remarkable changes



B-4313

Appendix 140 Gross pathological findings of new born rats administered orally with Phenol, p-( @, @¢-dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Sex : Female

Dose (mg/kg) : 300

Animal number (4107-4112)

Organs
Findings 7 8 9 10 11 12

External appcarance - - - - _ -
Brain - - - - - -
Spinal cord - - - - - -
Sciatic nerve - - - - - _
Pituitary - - - ~ _ -
Salivary gland - - - - - -
Submandibular lymph node - - - - - -
Trachea - - - - _
Thyroid - - - - - _
Thoracic cavity - - - - - _
Thymus - - - - - -
Heart - - - - . -
Lung - - - _
Abdominal cavity - - - - - -
Liver - - - - - -
Spleen - - - - _ _
Pancreas - -~ - -
Kidney

Rough, surface (bilateral) ~ - - + - -

Focus, depressed {(unilatcral) - - - - - _
Adrenal - - - - - _
Esophagus - - - -
Stomach - - - - - -
Small intestine - - - - - -
[.Large intestine - - - - - -
Mesenteric lymph node - - - - _ -
Bone marrow - - - - -
Femoral muscle - - - - - _
Urinary bladder - - - - - -
Ovary - - - -
Uterus - - - - - _
Vagina - - - - - -
Other tissues or organs - - - - - -

- : No remarkable changes
+ : Positive for respective changes



B-4313

Appendix 141 Histopathological findings of new born male rats administered orally with Phenol, p-{( @, a -dimethylbenzyl) for 18 days

Dose (mg/kg) : O

Organs Animal number
1 1 1 1 1 1
0O 0 0 0 0 0
~-findings 0O 0 0 0 0 O
1 2 3 4 5 6
Kidney

-cystic dilatation, renal tubule, outer medulia
-dilatation, papillary duct

-retention, cell debris, renal tubule

-cell infiltration, neutrophil, interstitium
-basophilic tubule

-dilatation, pclvis

COO0OoOoOC
[=RejoNoRoga)
[eNoReNaoNoRe)
eRsRoRwlele]
[ololeRolele]
CoCLOOoOOCC

0 : No remarkable changes



B-4313

Appendix 142 Histopathological findings of new born male rats administered orally with Phenol, p-{ @, @ -dimethylbenzyl) for 18 days

Dose (mg/kg) : O

Organs Animal number
1 1 1 1
0 0 0 0
-findings 0 0 0 0
1 2 4 5
Cerebrum
Cerebellum

Spinal cord

Sciatic nerve

Heart

Trachea

Lung (Bronchus)
Esophagus

Stomach

Duodenum

Jejunum

Ileum

Cecum

Colon

Rectum

Submandibular gland
Sublingual gland
Liver

Pancreas

Pituitary

Thyroid (Parathyroid)
Adrenal

Thymus

Spleen

Submandibular lymph node
Mesenteric lymph node
Urinary bladder
Testis

Epididymis

Seminal vesicle
Prostate

Mammary gland

Skin

Eve

Sternum (Bone marrow)
Femur (Bone marrow)
Skeletal muscle

COCTOCCCTOOOCCOOOOOCOOOLOOTCOOOOO00COOOOOO
SRS is v i~ i-R-Jol-RolalafoloRaNoloRoN oo o NoRoRoNoloRoleReo Nl
j=i=iejeloRejojololafoolololo oo ool oRoloNoRol ool ol ol ol Roolel el ReNol wWo o
jejsjslajololsfcfsololoRajclcl- el o o ool =- Yoo loNaNoRoNoNoNoRoNoNeRo N
SO0 OO0 COOCOCOOOOTCOODODCOD
CO0CCOCOCOOOOOCODOTOOCTDOOOO0ODDDODOSTTODOO OO

0 : No remarkable changes



B-4313

Appendix 143 Histopathological findings of new born male rats administered orally with Phenol, p-{ o, « -dimethylbenzyl) for 18 days

Dose (mg/kg) : 30

Organs Animal number
2 2 2 2 2 2
0O 0 0 0 0 O
-findings 0O 0 0 0 o0 0
1 2 3 4 5 6
Kidney
-cystic dilatation, renal tubule, outer medulla 0O 0 0 0 0 O
-dilatation, papillary duct 0O 0 0 0 0 O
-retention, cell debris, renal tubule o 0 0 0 0 0
-cell infiltration, neutrophil, interstitium 0O 0 0 0 0 O
-basophilic tubule 0O 0 0 1 0 0
-dilatation, pelvis 0O 0 0 0o 0 O

0 : No remarkable changes 1 : Slight



B-4313

Appendix 144 Histopathological findings of new born male rats administered orally with Phenol, p-{ ¢, o -dimethylbenzyl) for 18 days

Dose (mg/kg) : 100

Organs Animal number
3 3 3 3 3 3
o 0 0 0 0 ¢
~-findings ¢ 6 0 0 0 0
1 2 3 4 5 8
Kidney

-cystic dilatation, renal tubule, outer medulla
-dilatation, papillary duct

-retention, cell debris, renal tubule

~cell infiltration, neutrophil, interstitium
-basophilic tubule

-dilatation, pelvis

CHHOOOO
RPOOoOOOO
OO0
[eNeoNoRoloNo)
O~OOTO
TCHRHOOORr

0 : No remarkable changes 1 : Slight



B-4313

Appendix 145 Histopathological findings of new born male rats administered orally with Phenol, p-{ @, a-dimethylbenzyl) for 18 days

Dose (mg/kg) : 300

Organs Animal number
4 4 4 4 4 4
0O 0 0 0 0 0
-findings o 0 0 0 0 0
1 2 3 4 5 6
Kidney
-cystic dilatation, renal tubule, outer medulia 3 3 2 2 2 3
-dilatation, papillary duct 2 1 1 1 38 1
~-retention, cell debris, renal tubule 1 2 1 0 1 2
-cell infiltration, neutrophil, interstitium 0O 1 0 0 1 1
-basophilic tubule 2 2 2 2 2 2
-dilatation, pelvis O 0 0 0 0 0
0 : No remarkable changes 1 : Slight 2 : Mild 3 Moderate



B-4313

Appendix 1486 Histeopathological findings of new born male rats administered orally with Phenol, p-( o, @ -dimethylbhenzyl) for 18 days

Dose (mg/kg) : 300

Organs Animal number
4 4 4 4 84 4
6 0 0 0 0 o0
-findings O 0 0 0 0 0
1 2 3 4 o5 6
Cerebrum
Cerebellum

Spinal cord

Sciatic nerve

Heart

Trachea

Lung (Bronchus)
Esophagus

Stomach

Duodenum

Jejunum

Iteum

Cecum

Colon

Rectum

Submandibular gland
Sublingual gland
Liver

Pancreas

Pituitary

Thyroid (Parathyroid)
Adrenal

Thymus

Spleen

Submandibular 1lymph node
Mesenteric lymph node
Urinary bladdcr
Testis

Epididymis

Seminal vesicle
Prostate

Mammary gland

Skin

Eye

Sternum (Bone marrow)
Femur (Bone marrow)
Skeletal muscle

COO0OCOTCCCOOOTODCOOOODLDDOOOCOCOOOOTOCOC
=lsjoicofajojaolalolo ool oo ol alolo ool oNolafoNooRoReNoloRo N oo Re e
OO0 O0O0DDOOOCOOLOTCOCCOOOOOLOOOOOOo0O000OCC
COO0OCOTDODOC200O0OOOLIOCLOoOOLOCOoOOOCTOOO0
[=jejojelsjojolojololclololvEvielolalofoRaNoloNoNoNoNoNoloRs ol oErRaRoNeNe]
COOOCOOOOOOVDODODCO0OTOLOO0OOO0LOOOoOQCOCOOOCC

0 : No remarkable changes



Appendix 147

Dose (mg/kg) : 0

Histopathological findings of new born female rats administered orally with Phenol, p-{ &, ¢ -dimethylbenzyl) for 18 days

B-4313

Organs Animal number
11 1 1 1 1
11 1 1 1 1
-findings 0 0 0 0 0 0
1 2 3 4 5 8
Kidney
-cystic dilatation, renal tubule, outer medulla 0O 0 0 0 0 ¢
~dilatation, papillary duct o 0o 0 0 0 o0
-retention, cell debris, rcnal tubule a 0 0 0 0 o0
-cell infiltration, neutrophil, interstitium 0O 0o 0 0 0 0
-basophilic tubule o 0 0 0 0 0
-cell infiltration, inflammatory, pelvic mucosa 0O 0 2 0 0 0
-dilatation, pelvis o 0 2 0 0 O
-cyst 0O P 0 0O 0 O
Ovary
-increased number, atretic follicle o 0 0 0 0 0
Uterus 0o ¢ 0 0 0 ©
Vagina 0 0 0 0 0 O

0 : No remarkable changes 2 : Mild . P : Present



B-4313

Appendix 148 Histopathological findings of new born female rats administered orally with Phenol, p-( ¢, o -dimethylbenzyl) for 18 days

Dose (mg/kg) : 0O

Organs Animal number
1 1T 1 1 1
11 1 1
-findings 0 0 0 0 0
1 2 3 4 3
Cerebrum

Cerebellum

Spinal cord

Sciatic nerve

Heart

Trachea

L.ung (Bronchus)
Esophagus

Stomach

Duodenum

Jejunum

Ilcum

Cecum

Colon

Rectum

Submandibular gland
Sublingual gland
Liver

Pancreas

Pituitary

Thyroid (Parathyroid)
Adrenal

Thymus

Spleen

Submandibular lymph node
Mesenteric lymph node
Urinary bladder

[=JsReRoRolafajolololalololololosNoNoRooNoRoNoRoRoRe]
[=ReolelolofooRele el olaleNeYolafaNoRoNoloReNo el
DO QOO0 CC OO0
ODCOOODOO0O0OO0DCOODDODTCOOCOCOOO O~

-cell infiltration, inflammatory, mucosa
Mammary gland
Skin
Eye

Sternum (Bone marrow)
Femur (Bone marrow)
Skeletal muscle

cocooCcoo COOCOCLTOOOCOLOOooooOooooCoCQ@
COOOoOODO COOLOCOoO00COOCLOCCLOoOOLCTCOT OO

COCcOC OO
D000
COQOCoCTO
SCOQOoOCOO

0 : No remarkable changes 1 : Slight



Appendix 149

Dose (mg/kg) : 30

Histopathological findings of new born female rats administered orally with Phenol, p-{ @, @ -dimethylbenzyl) for 18 days

B-4313

Organs Animal number
2 2 2 2 2 2
1 1 1 1 1 1
-findings 0 ¢ 0 0 0 0
1 2 3 4 5 6
Kidney
-cystic dilatation, renal tubule, outer medulla O 0 0 0 0 O
-dilatation, papillary duct 0O 0 0O 0o o0 O
-retention, cell debris, renal tubule 0O 0 0 0 0 o0
-cell infiltration, neutrophil, interstitium 0O 0 0 0 0 0
-basophilic tubule 0O 0 0 0 o0 O
-cell infiltration, inflammatory, pelvic mucosa 0O 0 0 0 o0 O
-dilatation, pelvis g 0 0 0 o0 O
-cyst O 0 0 0 0 ¢
Ovary
-increased number, atretic follicle 0 0 0 0 o0 0
Uterus O 0 0 0 0 0
Vagina 6 0 0 0 0o 0

0 : No remarkable changes



B-4313

Appendix 150 Histopathological findings of wew born female rats administered orally with Phenol, p-( @, ¢ -dimethylbenzyl) for 18 days

Dose (mg/kg) : 100

Organs Animal number
3 3 3 3 3 3
11 1 1 1 1
-findings 0O 0 0 0 0 O
1 2 3 4 5 8
Kidney
-cystic dilatation, renal tubule, outer medulla 0O 0 0 0 1 1
-dilatation, papillary duct 0O 0 0 0 0 O
-retention, cell debris, renal tubule 0 0 0 0 0 0
-cell infiltration., neutrophil, interstitium O 0 0 0 0 O
-basophilic tubule c 06 0o o0 0 1
-cell infiltration, inflammatory, pelvic mucocsa 0 0 0 0 0 0
-dilatation, pelvis ¢ 0 0 3 0 O
-cyst 0 0 0 0 0 O
Ovary
-increased number, atretic follicle 0 0 0 0 0 O
Uterus c 0 0 0 0 0
Vagina 0 0 0 0 0 O

0 : No remarkable changes 1 : Slight 3 : Moderate



B-4313

Appendix 151 Histopathological findings of new born female rats administered orally with Phenol, p-( @, ¢ -dimethylbenzyl) for 18 days

Dose (mg/kg) : 300

Organs Animal number
4 4 4 4 4 4
11 1 1 1 1
-findings 0 ¢ 0 0 0 O
1 2 3 4 5 6
Kidney
-cystic dilatation, renal tubule, outer medulla 2 2 2 2 2 3
-dilatation, papillary duct 2 2 1 2 2 3
-retention, cell debris, renal tubule 0 ¢ 0 0 0 2
-cell infiltration, neutrophil, interstitium 0O 0 0 0 0 1
-basophilic tubule T2 2 1 1 2
-cell infiltration, inflammatory, pelvic mucosa 0O 0 0 0 0 0
-dilatation, pelvis 0 06 0 0 0 0
-cyst O 0 0 0 0 O
Ovary
-increased number, atretic follicle o 1 2 0 0 1
Uterus 0O 0 0 0 0 0
vagina g 0 0 0 0 0

0 : No remarkable changes 1 : Slight 2 : Mild 3 : Moderate



B-4313

Appendix 152 Histopathological findings of new born female rats administered orally with Phenol, p-( @, @ -dimethylbenzyl) for 18 days

Dose (mg/kg) : 300

Organs Animal number
4 4 4 4 4
1 1 1 1 1
-findings 0 0 o 0 0
1 2 4 5 6
Cerebrum
Cerebellum

Spinal cord

Sciatic nerve

Heart

Trachea

Lung (Bronchus)
Esophagus

Stomach

Duodenum

Jejunum

Ileum

Cecum

Colon

Rectum

Submandibular gland
Sublingual gland
Liver

Pancreas

Pituitary

Thyroid (Parathyroid)
Adrenal

Thymus

Spleen

Submandibular lymph node
Mesenteric lymph node
Urinary bladder

QOO0 TCOOO0CDOOLOOOOT OO
COQODOOCOCCOOOOCLOO0OOCO00
COTCOO0ODODLCOOCODCCOOCOSCOoO Lo &
OOV OO0 0OOoOoOoCOoO0O
COCOODOOOLCODDDODOCOOTOOCOCO
SO0 O0ODOOOCCOOCOODOOOO000@C

-¢cell infiltration, inflammatory, mucosa
Mammary gland
Skin
Eye

Sternum (Bonc marrow)
Femur (Bone marrow)
Skeletal muscle

[oNeolaloeNoNeoNe]
COCOOO0
[sNoNeoRoNeNeN
COOCOOTC
[oNeoleoleNeRolo]
COOoCoOoOOoC

0 : No remarkable changes 1 : Slight



B-4313

Appendix 153 Histopathological findings of new born male rats administered orally with Phenol, p-( ¢ . @ -dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Organs Animal number
1 1 1 1 1 1
0 0 0 0 0 0
-findings o 0o 0 1 1 1
7 8 9 0 1 2
Kidney
-cystic dilatation, remal tubule, outer medulla 0O 0 0 0 0 0o
-dilatation, papillary duct 0O 0 0 0 0 0
-cell infiltration, lymphocyte, interstitium O 0 0 0 0 0
-basophilic tubule 0O 0o 0 0 0 0
-fibrosis, focal 0 0 0 0 0 O
-accumulation, foam cell, fibrosis lesion/renal
tubule O 0 0 0 0 0
-cast, hyaline o 0 0 0 0 o0
-dilatation, pelvis o 1 0 0 0 0

0 : No remarkable changes 1 : Slight



Appendix 154

and followed by a recovery period for 9 weeks

NDose (mg/kg) : O

Histopathological findings of new born male rats administercd orally with Phenol, p-{ @, @ -dimethylbenzyl) for 18 days

B-4313

Organs

~-findings

NooR

Animal number

OO

oK

(o o Ral

[

N s O

Cerebrum
Cerebellum
Spinal cord

Sciatic nerve
Heart

-cell infiltration, inflammatory, interstitium
Trachea
Lung (Bronchus)

~cell infiltration, inflammatory, perivascular
Esophagus
Stomach
Duodenum
Jejunum

Iileum

-diverticulum
Cecum
Colon
Rectum

Submandibutar gland
Sublingual gland
Liver

-microgranuloma
Pancreas

-cell infiltration, inflammatory, interstitium
Pituitary
Thyroid (Parathyroid)
Adrenal
Thymus
Spleen
Submandibular lymph node
Mesenteric lymph node
Urinary bladder
Testis
Epididymis
Seminal vesicle
Prostate

-cell infiltration, mononuclear, interstitium
Mammary gland

Skin
Eye

Sternum (Bone marrow)
Femur {Bone marrow)
Skeletal muscle

[aReo] oCoCTO

QCcCoOCOoC OO OO

o

OO OOO0OCOOR

ODOOOC O

CCCoC

oo

o SOOoOCQ DO D

[sjololajoloNoNoNoRolalel

SOOOoQOCT

o = [N eReRo)

CCoOQo

CCODOoOOO

[}

DOCCOLOoOOOOOO

OO CO

[oRe? SO0 O

OO oCCO

cooo0oCo

<

OO0 O

OCOOOO O -

oo SO OQ

coooC

COCOOoOCoOOoODoCOOO o cocoooC

SO0 O0CO

[>le RN

SO0 QO [=NeNeoReie) [oN ]

o

[>ielelolololioloNoleRe ol

COoOCOOOD

0 : No remarkable changes i1 : Slight



B-4313

Appendix 155 Histopathological findings of new born male rats administered orally with Phencl, p-{ @, o -dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 30

Organs Animal number
2 2 2 2 2 2
0O 0 0 0 O 0O
-findings g 0 0 1 1 1
7 8 9 0 1 2
Kidney
-cystic dilatation, remal tubule, outer medulla O 0 0 0 0 o0
-dilatation, papilliary duct 0O 0 0 0o 0 0
-cell infiltration, lymphocyte, interstitium 0O 0 0 0 ¢ 0
-basophilic tubule 0O 0 0 0 O 0o
-fibrosis, focal g 0o 0 0 0 0
-accumulation, foam cell, fibrosis lesion/renal
tubule O 0 ¢ 0 0 o
-cast, hyaline 0O 0 0 0 0 O
-dilatation, pelvis 01 0 0 0 0O

0 : No remarkable changes 1 : S1light



B-4313

Appendix 156 Histopathological findings of new born male rats administered orally with Phenol, p-( @, ¢ -dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dosc (mg/kg) : 100

Organs Animal number
3 3 3 3 3 3
0 0 0 0 0 0
~-findings o 0 0 1 1 1
7 8 9 0 1 2
Kidney
-cystic dilatation, renal tubule, outer mcdulla o o 0 1 1 0
-dilatation, papillary duct O 0 0 0 0 O
-cell infiltration, lymphocyte, interstitium o 0 0 0 0 0
-basophilic tubule 0 0 0O O 1 o0
-fibrosis, focal 0 0 0 0 0 0
-accumulation, foam cell, fibrosis lesion/renal
tubule 0 0 0 0 0 0
-cast, hyaline 0O 0 0 0 0 0
-dilatation, pelvis o 0 0 0 0 0

0 : No remarkable changes 1 : Slight



B-4313

Appendix 157 Histopathological fTindings of new born male rats administered orally with Phenol, p-( @, @ -dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 300

Organs Animal number
4 4 4 4 4 4
0 0 0 0 0 o
-findings 0 0 0 1 1 1
T 8 9 0 1 2
Kidney
-cystic dilatation, renal tubule, outer medulla 0 1 1 0 0 0
-dilatation, papillary duct 11 2 3 1 1
-cell infiltration, lymphocyte, interstitium 2 1 2 1 1 1
-basophilic tubulc 2 1 2 1 1 1
-fibrosis, focal 11 2 1 1 1
-accumulation, foam cell, fibrosis lesion/renal
tubule 0 2 0 0 0 0
-cast, hyaline o 0 0 1 O 0
-dilatation, pelvis 0 0 2 0 0 0

0 : No remarkable changes 1 : Slight 2 @ Mild 3 : Moderate



B-4313

Appendix 158 Histopathological findings of new born male rats administered orally with Phenol, p-( ¢, @ -dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose {(mg/kg) : 300

Organs Animal number
4 4 4 4 4 4
0O 0 ¢ 06 0 o
-findings 0O 0 0 1 1 1
7T 8 9 0 1 2
Cerebrum O 0 0 O 0 o
Cerebellum o 0 0 0 0 0
Spinal cord 0 0 0 0 0 O
Sciatic nerve 0 0 0 0 0 o
Heart

-cell infiltration, inflammatory, interstitium 0O ¢ 0 0 O
Trachea 0O ¢ 0 0 O
Lung (Bronchus)

-cell infiltration, inflammatory, perivascular o 0 1 0 0 O
Esophagus a 0 0 0 0 O
Stomach g 0 0 0 0 O
Duodenum o 0 0 0 0 o
Jejunum 0O 0 0 0 0 O
Ileum

-diverticulum 0O 0 P O O O
Cecum 0 0 0 0 0 0
Colon 0O 0 0 0 0 o0
Rectum O 0 0 0 0 O
Submandibular gland g 0o 0 0 0 O
Sublingual gland o 0 0 0 0 o
Liver

-microgranuloma 0O 0 0 1 0 O
Pancreas

-cell infiltration, inflammatory, interstitium 1 0 0 0 0 O
Pituitary O 0 0 0 0 O
Thyroid (Parathyroid) 0O 0 0 0 0 0
Adrenal 0 0 0 0 0 O
Thymus 0 0 0 0 0 0
Spleen 0o ¢ 0 0 0 0
Submandibular lymph node o 0 0 0 0 0
Mesenteric lymph node 0 06 0 0 0 O
Urinary bladder 0O 0 0 0 0 0
Testis o 0 0 0 0 0
Epididymis 6 0 0 0 0 0
Seminal vesicle 0 0 0 0 0 0
Prostate

-cell infiltration, mononuclear, interstitium 0O 0 1 0 1 0
Mammary gland 0O 0 0 0 0 0
Skin 0O 0 0 0 0 0
Eve 0 0 0 0 0 0
Sternum {Bone marrow) 0 0 0 0 0 0
Femur (Bone marrow) 0O 0 0 0 0 0
Skeletal muscle 0O 0 0 0 0 0

0 : No remarkable changes 1 : Slight P : Present



B-4313

Appendix 159 Histopathological findings of new born female rats administered orally with Phenol, p-{ ¢, ¢ -dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Organs Animal number
1 1 1 1 1 1
i1 1 1 1 1
-findings O 0 0 1 1 1
7 8 9 0 1 2
Kidney
-cystic dilatation, renal tubule, outer medulla g ¢ 0 0 0 0
-dilatation, papillary duct 0O 0 0 0 0 O
-cell infiltration, lymphocyte, interstitium O 1 0 0o 0 0
-basophilic tubule 0 0 0 0 0 o0
-fibrosis, focal 0O 0 0 0 0 0O
-accumulation, foam cell, fibrosls lesion/renal
tubule 0O 0 0 0 0 O
-cast, hyaline o 0 0 0 0 O
Ovary .
-decreased number, corpus luteum 0O 0 0 0 0 O
-increased number, atretic follicle o 0 0 0 0 O
-ovarian cyst 0O 0 1 0 0 0
Tterus
-hypertrophy, endometrial epithelium O ¢ 0 0 0 ©
Vagina
-thickening, mucosal epithelium o 0 0 o ¢ o©

0 : No remarkable changes 1 : Slight



Appendix 160

and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Histopathological findings of new born female rats administered orally with Phenol, p-( ¢, o -dimethylbenzyl) for 18 days

B-4313

Organs

-findings

P N N

Animal number

[Nl ol

OO~

O b e

R

DS b

Cerebrum
Cerebellum
Spinal cord
Sciatic nerve
Heart

Trachea

Lung (Bronchus)
Esophagus
Stomach

-cell infiltration, inflammatory, mucosa/submucosa

Duodenum

Jejunum

Ileum

Cecum

Colon

Rectum

Submandibular gland

Sublingual gland

Liver
-microgranuloma

Pancreas

-cell infiltration, inflammatory, interstitium

Pituitary
Thyroid (Parathyroid)
Adrenal
Thymus
Spleen
Submandibular lymph node
Mesenteric lymph node
Urinary bladder
Mammary gland

Skin
Eye

-disarrangement, retina
Sternum {Bone marraow)
Femur (Bone marrow)
Skeletal muscle

COOoOOCOoOC

< DSOS OCOD

SO OOOCOOO

OO0

[eReReReieNeloNe]

o SO OCOO

QOO TCOOOLOOQ

O OR

ODOOoOoOO0O

[} [eNojoRaloReRoNoNol

SDCOCOQOOOCOoOOOQO

(=Nl ela)

SO0 O0O

o] [=NeloloNeNoleNoRal

[e¥oNoRoNoNoNoNoNoReRe)

leleoRoNe]

[vRejoNojoRolaNe)

COCOOOO0O0O

-

[wReNeRe] COCCoOCOC OO0

SO0 OOO

o COTODoDODO0Q

[oNeNoloNoNoReoloNoNoN o]

[oRoNoNel

0 : No remarkable changes

1 : Slight



B-4313

Appendix 161 Histopathological findings of new born female rats administered orally with Phenol, p-{ ¢, o -dimethylbenzyl) for 18 days
and followed by a recovery period for 9 wecks

Dose (mg/kg) : 30

Organs Animal number
2 2 2 2 2 2
11 1 1 1 1
-findings o 0 ¢ 1 1 1
7T 8 9 0 1 2
Kidney
-cystic dilatation, renal tubule, outer medulla 0O 0 0 0 0 o
-dilatation, papillary duct g 0 0 0 0 o
-cell infiltration, lymphocyte, interstitium 0O 0 0 0 0 0
-basophilic tubule 0O 0 0 0 0 0
~-fibrosis, focal 6 0 0 0 0 0
-accumulation, foam cell, fibrosis lesion/renal
tubule ¢ 0 0 0 0 o
-cast, hyaline 0O 0 0 0 0 o
Ovary
-decrecased number, corpus luteum 0O o 0 0 0 o0
-increased number, atretic follicle 0 0 0 0 0 0
-ovarian cyst 0O 0 0 0 0 0
Uterus
~-hypertrophy, endometrial epithelium 0O 0 0 0 0 O
Vagina
-thickening, mucosal epithelium O 0 0 0 0 ¢

0 : No remarkable changes



B~-4313

Appendix 162 Histopathological findings of new born female rats administered orally with Phenol, p-( @, @ -dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 100

Organs Animal number
3 3 3 3 3 3
1 1 1 1 1 1
-findings 0O 0 0 1 1 1
7 8 9 0 1 2
Kidney
-cystic dilatation, renal tubule, outer medulla 0O 0 0 0 0 0
-dilatation, papillary duct 0 0 0 0 0 ¢
-cell infiltration, lymphocyte, interstitium 0 0 ¢ 0 0 0
-basophilic tubule o 0 0 0 0 0
-fibrosis, focal a 0 0 ¢ 0 0
~accumulation, foam cell, fibrosis lesion/renal
tubule O 0 0 0 0 o0
-cast, hyaline O 0 0 0 0 0
Ovary
-decreased number, corpus luteum 0O 0 0 0 0 o
-increased number, atretic follicle o 0 0 0 0 O
-ovarian cyst o ¢ 0 0 0 1
Uterus
-hypertrophy, endometrial epithelium o 0 0 0O 0 O
Vagina
-thickening, mucosal epithelium 0o 0 0 0 0 O

0 : No remarkable changes 1 : Slight



B-4313

Appendix 163 Histopathological findings of new born female rats administered orally with Phenol, p-{ ¢ . ¢ -dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 300

Organs Animal number
4 4 4 4 4 4
1 1 1 1 1 1
~findings 0O 0 ¢ 1 1 1
7 8 ¢ 0 1 2
Kidney
-cystic dilatation, renal tubule, ocuter medulla 0O 0 0 1 0 1
-dilatation, papillary duct 1 1 3 2 1 3
-cell infiltration, lymphocyte, interstitium 11 0 1 1 1
-basophilic tubule 0O 0 0 0 1 0
~fibrosis, focal 0O 0 0 1 0 O
-accumulation, foam cell, fibrosis lesion/renal
tubule o ¢ 1 0 0O
-cast, hyaline 0O 0 0 0 2 0
Ovary
-decreased number, corpus luteum 3 0 2 2 2 3
-incrcased number, atretic follicle 2 0 2 2 1 0
-ovarian cyst i 0 0 0 1 2
Uterus
-hypertrophy, endometrial epithelium 1 0 1 1 1 2
Vagina
-thickening, mucosal epithelium T 0 1 1 0 O

0 : No remarkable changes 1 : Slight 2 : Mild 3 : Moderate



Appendix 164

and followed by a recovery period for 9 weeks

Dose (mg/kg)

300

Histopathological findings of new born female rats administered orally with Phenol, p-( @, @ -dimethylbenzyl) for 18 days

B-4313

Organs

-findings

NO B

Animal number

RO~ b

Hege R

4

O

e

[CENENN

Cerebrum
Cerebellum
Spinal cord
Sciatic nerve
Heart

Trachea

Lung (Bronchus)
Esophagus
Stomach

-cell infiltration, inflammatory,

Duodenum
Jejunum

Ileum
Cecum
Colon
Rectum
Submandibular gland
Sublingual gland
Liver

-microgranulona
Pancreas

-cell infiltration, inflammatory,
Pituitary
Thyroid (Parathyroid)
Adrenal
Thymus

Spleen
Submandibular lymph node
Mesenteric lymph node
Urinary bladder
Mammary gland
Skin
Eye

~disarrangement, retina
Sternum (Bone marrow)
Femur (Bone marrow)
Skeletal muscle

mucosa/submucosa

interstitium

SO0 OO0

o OO0 OCOOD

[eReolojoloRaaoNaoleNe]

SO O

SODOOCCOC

= OO OCCOCO

CCOCOCOQOODOOO

[eSeNoNel

[>NeoRol-loNoRoNoNol COOOQLOOOC

o

DOOCOODOOTOOC

[eReNeRe]

COO0O0OQOCO0O

< SCooOooToCoO

COOoOOooCOoOooCcoOoC

SO Co O

SOOCOOOO0OQ0OQ f=) [oJeojoNojioRoRoloNe] SoCocooeoC

oOC oo

QOO OOC

(o) DOCCODOOOCH

DOO0OCOCOOOCOOR

(=Rl ala)

0 : No remarkable changes 1

Slight



Appendix 185

Impunohistochemical findings of new born female rats administered orally with Phenol, p-{ ¢, o -dimethylbenzyl) for 18 days

Dose (mg/kg)

0

B-4313

Animal number

Organs
1 1 1
11 1
-findings 0 0 O
1 2 3
Pituitary
-prolactin-positive cell 2 2 2
-LLH-positive cell 2 2 2
3 3 38

-FSH-positive ccll

2

Mild

3

Moderate



B-4313

Appendix 166 Immonchistochemical findings of new born female rats administered orally with Phenol, p-{ ¢, @ -dimethylbenzyl) for 18 days

Dose (mg/kg) : 300

Organs Animal number
4 4 4
1 1 1
~-findings 0O 0 0
2 3 8
Pituitary
-prolactin~-positive cell 2 2 2
-LH-positive cell 2 2 2
-FSH-positive cell 2 3 2

2 : Mild 3 : Moderate



B-4313

Appendix 167 Immunohistochemical findings of new born female rats administered orally with Phenol, p-{ a, a -dimethylbenzyl) for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Organs Animal number
1 1 1
1 1 1
-findings o 0 1
7 8 0
Pituitary

-prolactin-positive cell
-LH-positive cell
~-FSH-positive cell

=R
SN
[SECIS

1 : Slight 2 : Mild 4 . Severe



B-4313

Appendix 168 Immunohistochemical findings of new born female rats administered orally with Phenol, p-( o, a-dimethylbenzyl) for 18 days
and followed by a recovery period for 2 weeks

Dose (mg/kg) : 300

Organs Animal number

-lindings

SO
[EEFRENN
[CYERENNY

Pituitary
-prolactin-positive cell
-LH-positive cell
-FSH-positive cell

BB
SR S
[\-I

2 : Mild 4 : Sevcere
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